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information and other materials required to be submitted in the final regulatory action package.

Please provide a brief summary of the new regulation, amendments to an existing regulation, or the
regulation being repealed. There is no need to state each provision or amendment; instead give a
summary of the regulatory action. If applicable, generally describe the existing regulation. Do not restate
the regulation or the purpose and intent of the regulation in the summary. Rather, alert the reader to all
substantive matters or changes contained in the proposed new regulation, amendments to an existing
regulation, or the regulation being repealed. Please briefly and generally summarize any substantive
changes made since the proposed action was published.

The new regulation will replace three separate regulations:

? Rules and Regulations to Assure the Rights of Residents of Facilities Operated by the
Department of Mental Health, Mental Retardation and Substance Abuse Services (12 VAC 35-
110-10 et seq.)

? Rules and Regulations to Assure the Rights of Patients of Psychiatric Hospitals and Other
Psychiatric Facilities Licensed by the Department of Mental Health, Mental Retardation and
Substance Abuse Services (12 VAC 35-120-10 et seq.)



? Rules and Regulations to Assure the Rights of Clients in Community Programs Licensed or
Funded by the Department of Mental Health, Mental Retardation and Substance Abuse Services
(12 VAC 35-130-10 et seq.)

The new regulation will protect the legal and human rights of individuals who receive treatment
in programs and facilities operated, funded and licensed by the Department of Mental Health,
Mental Retardation and Substance Abuse Services, excluding those operated by the Department
of Corrections. To the extent that it is within the reasonable capabilities of the department or
licensee, each individual is assured adequate care consistent with sound therapeutic treatment.
The regulation will protect the rights of individuals with respect to the assurance of legal rights;
evaluation, treatment, and discharge; treatment under the least restrictive conditions;
participation in treatment decisions, research, and work activities; and disclosure of confidential
information. The regulation also will delineate the process and remedies individuals can pursue
to address violations of these rights.

Since the proposed regulation was published, there have been substantive revisions made to
respond public comments regarding the requirements for seclusion, restraint, and time out; the
process for filing complaints; reporting requirements for providers; and the roles of State Human
Rights Committee (SHRC) and the Local Human Rights Committee (LHRC). In addition,
requirements for “consent” versus “informed consent” were clarified. Changes have also been
made to clarify the criteria under which the commissioner may exempt individuals under
forensic status and individuals who are committed to the custody of the commissioner as
sexually violent predators from certain human rights protections.

Following publication of the regulation for the final 30-day adoption period, the agency received
regquests from more than 25 members of the public asking for an opportunity to submit additional
comments. Therefore, the effective date of the regulations was postponed and the Board
scheduled an additional 30-day public comment period on this regulation. In response to
comments received during this additional 30-day period, changes were made to the provisions
for obtaining consent for electroconvulsive treatment. 1n addition, requirements that the LHRC
approve certain restrictions were eliminated and various revisions were made to clarify the
provisions.

Statement of Final Agency Action

Please provide a statement of the final action taken by the agency: including the date the action was
taken, the name of the agency taking the action, and the title of the regulation.

At its meeting on May 17, 2001, the State Board for Mental Health, Mental Retardation and
Substance Abuse Services adopted for promulgation the final draft of Rules and Regulations to
Assure the Rights of Individuals Receiving Services from Providers of Mental Health, Mental
Retardation and Substance Abuse Services, 12 VAC 35-115-10 et seq.



The final regulations were published in the Virginia Register on June 18, 2001. During thefinal
30-day adoption period, the Agency received more than 25 letters from members of the public
reguesting a suspension of the regulatory process and an opportunity for additional 30-day
comment period. Therefore, in accordance with the Virginia Administrative Process Act, the
Agency published a notice postponing the effective date of the regulations on July 30, 2001, and
accepted additional public comments through August 30, 2001.

At its meeting on September 27, 2001, the State Board for Mental Health, Mental Retardation
and Substance Abuse Services adopted for promulgation the final draft of Rules and Regulations
to Assure the Rights of Individuals Receiving Services from Providers of Mental Health, Mental
Retardation and Substance Abuse Services, 12 VAC 35-115-10 et seg. with the additional
changes made in response to public comments.

Basis

Please identify the state and/or federal source of legal authority to promulgate the regulation. The
discussion of this statutory authority should: 1) describe its scope and the extent to which it is mandatory
or discretionary; and 2) include a brief statement relating the content of the statutory authority to the
specific regulation. In addition, where applicable, please describe the extent to which proposed changes
exceed federal minimum requirements. Full citations of legal authority and, if available, web site
addresses for locating the text of the cited authority, shall be provided. If the final text differs from that of
the proposed, please state that the Office of the Attorney General has certified that the agency has the
statutory authority to promulgate the final regulation and that it comports with applicable state and/or
federal law.

The new regulation is promulgated pursuant to §37.1-84.1 of the Code of Virginia (1950) as
amended and Chapter 969 of the 1999 Virginia Acts of Assembly. Thisregulation is necessary
to fulfill the Board's legislative mandate pursuant to 837.1-84.1 to promulgate regulations
delineating the rights of patients and residents with respect to nutritionally adequate diet; safe
and sanitary housing; participation in non-therapeutic labor; attendance or nonattendance at
religious services; participation in treatment decision- making, including due process procedures
to be followed when a patient or resident may be unable to make an informed decision; use of
telephones; suitable clothing; possession of money and valuables; and related matters. The Code
also requires that such regulations be applicable to all hospitals and other programs and facilities
operated, funded, or licensed by the Department of Mental Health, Mental Retardation and
Substance Abuse Services.

The Office of the Attorney General has certified that Board for Mental Health, Mental
Retardation and Substance Abuse Services has the statutory authority to promulgate the new
regulation and that the regulation comports with applicable state and federal laws.

Please provide a statement explaining the need for the new or amended regulation. This statement must
include the rationale or justification of the final regulatory action and detail the specific reasons it is



essential to protect the health, safety or welfare of citizens. A statement of a general nature is not
acceptable, particular rationales must be explicitly discussed. Please include a discussion of the goals of
the proposal and the problems the proposal is intended to solve.

The Board of Mental Health, Mental Retardation and Substance Abuse Servicesis revising and
consolidating the three sets of human rights regulations for the following reasons:

? To make the human rights regulation consistent for al facilities and programs licensed,
funded, and operated by the department,

? To incorporate changesin the law at § 37.1-84.1 of the Code of Virginia,

? To clarify and provide greater specificity of rights to individuals receiving services and
families,

? To clarify the responsibilities of providers,
? To clarify the complaint review and resolution process, and

? To provide timeframes for each stage of complaint review and resolution process.

Through these changes and consolidation, the new regulation will improve the internal human
rights system, and strengthen the accountability of providers, and enhance the level of protection
for the rights of individuals receiving services in public and private facilities and programs
operated, funded, and licensed by the department.

Please identify and explain the new substantive provisions, the substantive changes to existing sections,
or both where appropriate. Please note that a more detailed discussion is required under the statement
of the regulatory action’s detail.

The new regulation has reorganized to enhance the clarity. The text is organized into the
following sections: "Authority and Applicability,” "Policy,"” "Definitions," "Assurance of
Rights," "Explanation of Individual Rights and Providers Duties," "Complaint Resolution,
Hearing and Appeal Procedures,” "Variances," "Reporting Requirements,” "Enforcement and
Sanctions,” and "Responsibilities and Duties.”

Part I11 of the new regulations "Explanation of Individual Rights and Provider's Duties' is
organized to include:

? aligting of the individual's rights,
? provider duties, and

? exceptions and conditions.



New substantive provisions of the regulation include:

? Clarification and definition of the composition, roles, and functions of the department’s
internal human rights system, the Local Human Rights Committees and the State Human Rights
Committee.

? Provision for monitoring and enforcement of the regulation through sanctions for non
compliance.

? Establishment of time frames for the processing of complaints through the department's
internal human rights system.

? Establishment of more stringent procedures for application, review and approval of variances
from specific standards or procedures in the regulation.

? Establishment of requirements for reporting to the department for all programs and facilities
operated, funded, and licensed by the department in specific areas.

? Establishment of requirements and procedures for data submission and the release of data to
the public on operations and performance of programs and facilities operated, funded or licensed
by the department.

Issues

Please provide a statement identifying the issues associated with the final regulatory action. The term
“issues” means: 1) the advantages and disadvantages to the public of implementing the new provisions;
2) the advantages and disadvantages to the agency or the Commonwealth; and 3) other pertinent matters
of interest to the regulated community, government officials, and the public. If there are no disadvantages
to the public or the Commonwealth, please include a sentence to that effect.

The new regulation consolidates and will supersede the three regulations that were promulgated
to protect the human rights of patients and residents of public and private facilities and programs
operated, funded, and licensed by the department. None of the three existing regulations has
been revised since 1983.  Since 1983 numerous problems have been identified with the existing
regulations. These problems include:

? Inconsistencies among the regulations for facilities operated by the department, licensed
inpatient programs and community programs result in different levels of protection and
confusion for consumers, families and providers,

? Changes in the law since 1983 are not reflected in the existing regulations,

? Changes in practice are not reflected in the existing regulations; and

? Time frames for the review and resolution of complaints are not specified in the existing
regulations, resulting in protracted case reviews.



The advantages to the public, including consumers, families of consumers, and providers of
mental health, mental retardation, and substance abuse services, are as follows:

? The regulation reflects current requirements of the law;

? The regulation reflects current practice and clarifies the role of the consumers, their families
and providers within the human rights system,

? Theregulation establishes a single set of standards that protect the rights of persons with
mental disabilities who receive treatment in public and private facilities and programs operated,
funded and licensed by the Department of Mental Health, Mental Retardation and Substance
Abuse Services,

? The regulation reduces the burden of multiple regulations on public and private programs and
facilities that provide inpatient and outpatient services;

? The regulation reduces the confusion for consumers and families, which often results when an
individual moves from one type of program to another (e.g. inpatient to community program)
each with a separate set of human rights regulations; and

? The regulation establishes reasonable time frames for the review and resolution of each
complaint.

In 1992, the State Board of Mental Health, Mental Retardation and Substance Abuse Services
adopted a resolution to consolidate the three existing regulations into a single regulation
applicable to al facilities and programs operated, funded or licensed by the department. A 1996
comprehensive review of the existing human rights regulations and the public comment received
during that review demonstrated extensive public support for a single, consolidated regulation.

There are no disadvantages to the public or Commonwealth by the promulgation of this
regulation.

Statement of Changes Made Since the Proposed Stage

Please highlight any changes, other than strictly editorial changes, made to the text of the proposed
regulation since its publication.

Specific provisions have been added at 12 VAC 35-115-10 D to clarify the criteria under which
the commissioner may exempt individuals under forensic status and individuals who are
committed to the custody of the commissioner as sexually violent predators from certain human
rights protections.

Various definitions have been clarified and revised to be consistent with the regulatory context
and intent (i.e. definitions of “consent,” “exploitation,” “restraint,” “seclusion,” “services plan.”).



Additiona terms have been defined (i.e. “complaint,” habilitation,” “investigating authority,”
“next friend, ” “research review committee,” and “treatment”). Changes in the text of the
regulation have been made consistent with the revisions to definitions.

Requirements for “consent” versus “informed consent” were clarified throughout the regulation,
consistent with the revised definition of “consent”.

Section 12 VAC 35-115-40 which provides a summary of legal rights and regulatory provisions
has been re-organized and clarified.

Provisions for the imposing certain restrictions (i.e. telephone, mail, visitors) have been clarified
(12 VAC 35-115-50).

The role of the legally authorized representative has been more clearly explained throughout the
regulation (i.e., 12 VAC 35-115-70).

Provisions were inserted into the definition of consent and at 12 VAC 35-115-70 “Participation
in decison making” to require informed decision making and protections for any
electroconvulsive treatment.

The provider’s responsibilities and duties in providing treatment in an emergency have been
described with more specificity (12 VAC 35-115-70 C).

Provisions were revised throughout the regulations to address key differences among providers
of mental health, mental retardation and substance abuse services (i.e. reporting, use of seclusion
and restraint, etc.)

Provisions were clarified to indicate that anyone may initiate a complaint on behalf of an
individual receiving services.

A new section “Informal complaint” (12 VAC 35-115-60) was added, which is specificaly
distinguished from the “Formal complaint resolution process’ established in 12 VAC 35-115-70.

A new section was added regarding the “Use of seclusion, restraint and time out” at 12 VAC 35-
115-110 which incorporates and expands the major provisions of 12 VAC 35-115-100 from the
proposed regulation. Distinct regulatory requirements for seclusion restraint and time out for
U.S. Health Care Financing Administration (HCFA) certified intermediate care-mentally
retarded (ICF-MR) are included. The prohibition on the use of seclusion and restraint as part of a
behavioral treatment plan was eliminated.

The relationship between LHRCs and the SHRC has been clarified, responsibilities of each entity
have been clarified, and the minimum number of members of the LHRC has been reduced from
seven to five. The LHRC meeting requirements were revised.



The reporting requirements for abuse and neglect, deaths and serious injuries, and human rights
activitiesin 12 VAC 35-115-230 were clarified to encompass only provider requirements for
reporting to the Department and to specify time frames and report content.

A detailed description changes to the proposed regulations that have been made in response to
public comment is provided in the attached summary of public comment.

The following additional revisions were made following the final 30-day public comment period:

The requirements that an LHRC approve restrictions on visitation, phone calls and mail were
eliminated.

Minor revisions were made to clarify sections regarding authority, services, confidentiality,
consent, work, seclusion and restraint, offices compositions and duties, and research.

Provisions were eliminated to require a second physician’s opinion to be obtained when an adult
isreferred for eectroconvulsive treatment (ECT) and replaced with provisions requiring adults to
be informed that they may obtain a second opinion before obtaining such treatment. In the case
of individuals under age 18, provisions were inserted to require that two qualified psychiatrists
concur with any ECT treatment.

Specifications regarding the nature of informed consent required for ECT were added.

The requirement for a face-to-face meeting between individuals who are referred for ECT and
members of the LHRC was removed.

Public Comment

Please summarize all public comment received during the public comment period and provide the agency
response. If no public comment was received, please include a statement indicating that fact.

The State Mental Health, Mental Retardation and Substance Abuse Board conducted six public
hearings at |ocations statewide to consider the proposed regulation. A total of 144 written and
oral public comments were received on the proposed regulation. The subject areas that
generated the most comments included the commissioner’ s authority to exempt forensic units
and sexually violent predator units from regulatory provisions; the requirements for consent
versus informed consent; the role of the alegally authorized representative in treatment and
treatment decisions; the criteria for restrictions, particularly seclusion, restraint and time out; the
process and procedures for filing complaints and the reporting requirements.  Specific revisions
have been made to the proposed regulations to respond to the public comments received in al of
these subject areas.

A total of 74 written comments were received on the regulation during the additional 30-day
public comment period. Provisions that generated the most comments were the definition of
“consent” and the requirements for a second opinion and face-to-face meeting with LHRC



members for individuals receiving ECT. Specific revisions have been made to the proposed
regulations to respond to these public comment received in these subject aress.

A summary of the specific public comments received during the initial 60-day comment period
and the subsequent 30-day public comment period with has been prepared by the department and
distributed to the public. These summaries are attached and will be maintained as part of the
record of the promulgation process for these regulations.

Detail of Changes

Please detail any changes, other than strictly editorial changes, that are being proposed. Please detail
new substantive provisions, all substantive changes to existing sections, or both where appropriate. This
statement should provide a section-by-section description - or crosswalk - of changes implemented by the
proposed regulatory action. Include citations to the specific sections of an existing regulation being
amended and explain the consequences of the changes.

The proposed regulation consolidates and will supersede the three existing regulations that were
promulgated by the department to protect the human rights of consumers of public and private
facilities and programs operated, funded and licensed by the department. Specific changesto the
proposed regulation include:

? Clearly defining the composition, role, and function of the internal human rights system, the
local human rights committees, and the State Human Rights Committee. A 1999 revision to the
Code of Virginiarequires that one-third of the appointments made to the state or local human
rights committees be consumers or family members of consumers, with at least two consumers
who are receiving services on each committee.

? Requiring monitoring and evaluation of provider compliance with the regulation. A 1999
revision to the Code of Virginiarequires that there be periodic reviews of human rights
compliance. Licensing by DMHMRSAS will be contingent upon human rights compliance.

? Establishing procedures for enforcement and sanctions for violations of human rights. A 1999
revision to the Code of Virginia authorize sanctioning providers who fail to comply with human
rights regulations.

? Establishing clearer procedures and time frames for the resolution process in the interna
human rights system.

? Establishing more stringent procedures for the application, review and approval of variances
from specific standards or procedures in the regulation.

? Establishing requirements for reporting, data submission and the release of data to the public.
A 1999 revision to the Code of Virginiarequires that all programs and facilities operated, funded
and licensed report information on abuse and neglect, deaths and serious injuries, instances of
seclusion and restraint, and other information on human rights activities.



? Prohibiting employees of programs and facilities operated, funded, or licensed by the
department from serving as the authorized representative of a consumer in the program. A 1999
revision to the Code of Virginia prohibits this practice.

? Changing the format of the regulation to clarify individual rights, provider responsibilities,
and exceptions.

? Simplifying the language of the regulation such that consumer, families and providers may
more easily understand the regulation.

Updating the standards and terminology to reflect current practice.

Family Impact Statement

Please provide an analysis of the regulatory action that assesses the impact on the institution of the
family and family stability including the extent to which the regulatory action will: 1) strengthen or erode
the authority and rights of parents in the education, nurturing, and supervision of their children; 2)
encourage or discourage economic self-sufficiency, self-pride, and the assumption of responsibility for
oneself, one’s spouse, and one’s children and/or elderly parents; 3) strengthen or erode the marital
commitment; and 4) increase or decrease disposable family income.

This regulation explains the human rights of the individual as arecipient of servicesin an
inpatient program licensed by the department. It provides some assurance to family members
that the human rights of their loved ones who are receiving mental health, mental retardation,
and substance abuse services are protected and that there are procedural safeguards in place to
address violations to these rights.  Such assurance is essentia to the peace of mind of many
families who have entrusted the care and well-being of their loved one to a service provider.

This regulation has no impact on the institution of the family and family stability.

1. Thisregulation does not erode the authority and rights of parents in the education, nurturing
and supervision of their children. It clearly speaksto the responsibilities of providersto obtain
the consent of at least one parent of a minor before any treatment, including medical treatment,
begins. It also provides for an individual’s next of kin to be designated as a legally authorized
representative when an individual lacks the capacity to give consent for any treatment.

2. Thisregulation does not discourage the economic self-sufficiency, self-pride and the
assumption of responsibility for onesalf, one’s spouse, and one's children and/or elderly parents.

3. Thisregulation has no effect on the marital commitment; and

4. Thisregulation has no effect on family income.
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Summary of Public Comments: Rulesand Regulationsto Assurethe Rights of Individuals Receiving Services From Providers of Mental

Section

Health, Mental Retardation and Substance Abuse Srvices 12 VAC 35-115-10 et seq.

Comment

Response

Part | General Provisions
12 VAC 35-115-10 Authority and Applicability

General Comments

There were eight comments that pertained to the scope of regulatory
authority. Several respondents recommended that this regulatory authority
be expanded to cover individuals receiving servicesin other types of
programs that have not been included in the scope of thisregulation (i.e.
individualsin service programs that receive state funds, regardless of the
“funding stream.”) One respondent asked whether the regulations are
applicable to individuals with developmental disabilities. Another
respondent suggested a statement be made that the regulation appliesto
individual swith autism.

One respondent suggested that Code of Virginia citation §18.2-369 be
printed on the front cover of this regulation to make providers aware of their
personal responsibility and the criminal consequences of abusing individuals
with mental disabilities. There were several respondents who suggested
including atable of contents. Many respondents were concerned that text of
relevant state and federal statutes was not included in the body of the
regulation. Several respondents opined that the regulation should include an
appendix with relevant legal citations to assist the public to understand the
regulation.

§ 37.1-84.1 of the Code of Virginia mandates the promulgation
of thisregulation to assure the rights of individualsin
programs operated, funded or licensed by the Department of
Mental Health Mental Retardation and Substance Abuse
Services (DMHMRSAS). The regulation would exceed the
scope of thislegal authority if other types of programs were
included within its purview. Thisregulation is applicable to
any individuals with developmental disabilities or autism when
they are receiving servicesin programs that are funded,
licensed or operated by DMHMRSAS. The regulation does
not list specific diagnoses. Therefore, DMHMRSAS does not
agree that a specific statement should be made that the
regulations apply to individuals with autism. If such
individuals are receiving services in programs subject to this
regulation, they are assured the protections afforded by this
regulation. No changes have been made in response to these
comments.

The cover or table of contents for any printed publication of
theregulation is not promulgated as part of the regulation and
is not subject to review as part of thisregulatory process.
DMHMRSAS will consider options for document covers when
the final regulation is printed for distribution. DMHMRSAS
will also include atable of contents.

The Virginia Registrar of Regulations, which oversees the
adoption of regulationsin Virginia, has advised that the text of
existing statutes may not be promulgated as part of any
regulation. Therefore, DMHMRSAS consider developing
guidance documents with relevant statutory references when
the final regulation is printed for distribution to the public.
Additionally, the body of the regulation includes Code of
Virginiacitations wherever applicable.




Summary of Public Comments: Rulesand Regulationsto Assurethe Rights of Individuals Receiving Services From Providers of Mental

Health, Mental Retardation and Substance Abuse Srvices 12 VAC 35-115-10 et seq.

Section Comment Response
H |temA At least five respondents suggested inserting the word “ treatment” as DMHMRSAS has considered all of the comments regarding
follows: “...individualsreceiving treatment and services...” One this provision and concluded that the term “services” isan
respondent recommended |anguage changes to emphasi ze the fact that the inclusive reference that encompasses all forms of “treatment.”
regulations are required by the Code of Virginia. Therefore, no change was made to the first sentencein this
statement.
H [temB One respondent commended the proposed regulation for requiring the same | Theregulation is consistent with the scope of regulatory
protections of human right in both community and hospital programs. authority and applicable to all programs operated, funded or
licensed by DMHMRSAS. In order to reflect an exclusion
Another respondent indicated that the regulation appears to be directed from applicability in § 37.1-84.1(A) of the Code of Virginia, a
primarily to mental health programs, although the last item indicates that the | phrase was added to indicate that the regulation is not
regulation “broadly” apply to other providers that receive funding from or applicable to programs and facilities operated by the
through DMHMRSAS. Two other respondents sought clarification Department of Corrections.
regarding the applicability of thisregulation.
m [temC There were approximately twenty-five respondents who commented about DMHMRSAS agrees with the majority of these respondents’

the last sentence in the paragraph which states that the Commissioner has the
authority to exempt forensic units and sexually violent predator units from
the regulatory provisions. The respondents generally expressed concern that
the Commissioner is given blanket authority to exempt such units without
any specific criteria or mechanism for independent review or consultation.
One respondent advised that the only reason for imposing limitations on the
rights on individualsin forensic units should be “ safety.” Several
respondents suggested that the State Human Rights Committee (SHRC)
should provide an independent review function when the Commissioner uses
his authority for exemption.

comments that this part of the regulation should be more
explicit in describing the rational e for the Commissioner’ s
authority to exempt certain individuals under forensic status
and those committed as sexually violent predators from the
human rights protections. DMHMRSAS also agreesthat a
mechanism should be available for public review and
comment when the Commissioner authorizes any exemption.
Therefore, Item C has been divided into two parts by inserting
Item C and new Item D. New provisions state that an
exemption will be made only when it is necessary to protect
the safety of individuals receiving services, employees or the
public. Such exemptions will be in writing and submitted to
the SHRC for itsinformation (not review). In addition, the
Commissioner will be required to notify the SHRC
Chairperson in advance and submit a copy of any exemption
he authorizes to the chairperson of the State Human Rights
Committee.




Summary of Public Comments: Rulesand Regulationsto Assurethe Rights of Individuals Receiving Services From Providers of Mental
Health, Mental Retardation and Substance Abuse Srvices 12 VAC 35-115-10 et seq.

Section Comment

Response

12 VAC 35-115-20 Policy

B General Comment | One respondent recommended that 12 VAC 35-115-20 Policy should be
replaced with a statement delineating all rights, particularly those that are
stated in 837.1-84.1 of the Code of Virginia.

This part of the regulation is intended to provide general

policy guidance rather than to repeat the specific legal rights
that are stated in §37.1-84.1 of the Code. As stated above,
DMHMRSAS will consider publishing a guidance document
for the public when the regulation becomes final that will
provide specific relevant statutory background and references.
The Virginia Registrar of Regulations has advised that statutes
cannot be promulgated as part of aregulation. Therefore, no
change has been made in response to this comment.

B [temA Three respondents recommended that the term “treatment” be included in
this Item to indicate that individual s receiving both treatment and services
should be assured protection.

There were at |east six respondents who commented that the phrase
“professionally acceptable parameters of clinical practice” whichisusedin
“Point 3" of thisprovision istoo vague and is not consistent with the
statutory language. There were other comments that this phrase was
generally too broad or too vague and difficult to interpret. Another
respondent indicated that a definition of thisterm should be provided.

As stated above, DMHMRSAS has defined the term “ services”
to encompass all forms of “treatment.” On this basis, thereis
no need to add the term “treatment” in the introductory
statement. However, in order to respond to expressed
concerns, adefinition of the term “treatment” has been added
to theregulation.

Astherespondentsindicated, § 37.1-84.1 of the Code assures
legal rights and care consistent with “sound therapeutic
treatment.” Therefore, in order to be more consistent with the
statute, the phrase “ professionally acceptable parameters of
clinical practice” was replaced with the phase “ sound
therapeutic practice.” DMHMRSAS has also replaced
“professionally acceptable parameters of clinical practice”
with “sound therapeutic practice” throughout the regulation to
ensure consistency.

DMHMRSAS did not define “ sound therapeutic treatment” or
“sound therapeutic practice” as suggested by one respondent in
order to accommodate future advancesin the field.




Summary of Public Comments: Rulesand Regulationsto Assurethe Rights of Individuals Receiving Services From Providers of Mental

Section

Health, Mental Retardation and Substance Abuse Srvices 12 VAC 35-115-10 et seq.

Comment

Response

B |temB

Several respondents recommended that the additional rights be added to the
list of legal rightsthat is provided in this Item (i.e. right to make aliving
will, right to medical care, right to dispose of property.) Two respondents
indicated that, in some cases, it might not be appropriate for individuals to
acquire or retain certain types of property or make major life decisions when
they arein treatment.

Thisprovision wasintended to list basic rights. Of the
suggested additions, only the right to dispose of property can
be classified asabasic right. Therefore, thisright was added
to thelistin this Item.

Thisregulation provides that under, certain circumstances,
rights may berestricted. Therefore, DMHMRSAS did not
change the proposed regulation in response to the respondents’
concerns about individuals exercising certain rights when they
arein treatment.

12 VAC 35-115-30 Definitions

B Generd One respondent indicated that the definitions were clear and comprehensible. | Based on the general and specific comments that have been
Comments Another respondent commented that the regulations lacked precise received, the following additional terms have been defined:
definitions. Many respondents suggested that additional terms be defined in
this section of the regulations. “Complaint,” “Habilitation,” Human Rights Advocate,”
“Investigating Authority,” “Next friend,” “Research Review
Committee or Institutional Review Board,” and “ Treatment.”
m  “Abuse’ There were more than twenty-five comments regarding the proposed DMHMRSAS has revised the proposed definition to be

definition of “abuse.” One respondent believes that the definition should
take into account theindividual’ s diagnosis. Another respondent stated that
the definition istoo narrow because it does not state that “a system and its
management” can commit acts of abuse. Other respondents indicated that
the definition was too broad because it includes acts that “ ... might have
caused physical harm...” Several other respondents suggested other
“considerations” for inclusion in thelist of examples of abuse which are part
of thisdefinition. Another group of respondents recommended that the
definition be made consistent with, and modeled upon, definitions used by
the Protection and Advocacy for Individuals with Mental 11lness (PAMII)
Act and the Protection and Advocacy for Developmentally Disabled Act

identical to the definition of “abuse” in § 37.1-1 of the Code of
Virginia. Itisnot appropriate to use afederal law to define
“abuse” when a state law exists.

DMHMRSAS has also adopted changes to the regulation to
permit certain types of restraint as part of the behavior
treatment program. See 12 VAC 35-115-110. Thisshould
address the specific concerns that have been expressed.




Summary of Public Comments: Rulesand Regulationsto Assurethe Rights of Individuals Receiving Services From Providers of Mental
Health, Mental Retardation and Substance Abuse Srvices 12 VAC 35-115-10 et seq.

Section

Comment

Response

“Abuse” (cont.)

(DD Act). There were several recommendations that the definition be made
consistent with the definition in the Code of Virginia. Another respondent
recommended adding the legal citation to this definition because the
definitionis “substantially identical” to the definition at 8 37.1-1 of the Code
of Virginia.

A group of respondents also commented about the use of restraint in
relationship to the proposed definition of “abuse.” This comment was made
in reference to the prohibition on the use of restraint in the context of a
behavioral treatment program. If arestraint isimplemented as part of a
behavioral treatment program by a professional acting within the
ethical/legal standards of the profession, the respondents were concerned
that such professional would be committing abuse and be in violation of the
regulation.

B “Advocate’

There were a number of respondents who commented that this definition
does not clearly distinguish “advocates’ that are employed by DMHMRSAS
from other members of the public commonly referred to as“advocates.”
One respondent indicated that as avolunteer, she considers herself to bea
patient advocate.

There were also comments that it was unclear whether these advocates are
employed by the Commissioner or by the State Human Rights director.

In order to avoid confusion, DMHMRSAS has replaced the
term “advocate” with “human rights advocate” when referring
to any advocate who is an employee of DMHMRSAS,
throughout thisregulation. Theterm “advocate” has been
eliminated from the list of defined terms and replaced with
“human rights advocate.” For purposes of thisregulation,
“human rights advocate” is defined as a person who is
employed by the Commissioner based on the recommendation
of the State Human Rights Director. (The advocates report to
the State Human Rights Director).

B “Behavior
Management”

Several respondents recommended changes to this definition that would
encompass a broader range of behavior management interventions and
strategies. There were also at |east two respondents who recommended
including a statement that physical restraint should be used only in an
emergency.

DMHMRSAS agrees that the proposed definition was too
narrow and has therefore has revised this definition to
incorporate a more comprehensive range of behavior
management principles and methods.

It is not appropriate to include regulatory mandates, such as
the appropriate use of physical restraint, as part of a
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“Behavior
Management” (cont.)

definition. Rather, definitions are intended to describe the
terms used in the regulation. Mandates regarding the
appropriate use of physical restraint have beenincluded in
other parts of thisregulation rather than in the definition of
“behavior management.” See 12 VAC 35-155-110.

B “Behaviora
Treatment
Program”

Several respondents recommended changes to the proposed definition to
clearly state that a“behavioral treatment program” should be based on a
functional assessment or analysis and be part of abehavioral treatment plan.
There was also arecommendation that the term and definition of “behavioral
treatment program” be replaced with a definition of the term *behavioral
management plan.”

A group of respondents recommended including a statement, as part of the
definition, that an alternative decision maker, such as an authorized
representative, be required to participate in the formulation of a behavior
treatment plan for individuals with mental retardation (MR) and that
informed consent should be arequirement. Another respondent,
commended the regulations for differentiating “behavior management” from
“behavior treatment,” while another respondent indicated that the definition
was confusing because it was unclear whether the “behavior treatment
program” was the same or different from the “ behavior treatment plan.”

DMHMRSAS agrees with the mgjority of respondents who
commented that the proposed definition is somewhat vague.
Based on the comments that have been received, the proposed
definition has been revised to clearly state that the behavior
treatment program is an integral part of the individual’s
interdisciplinary treatment plan and may be based on a
functional assessment. In order to avoid confusion about the
terminology, the revised definition also states that a
“behavioral treatment program” may also bereferredto asa
“behavioral treatment plan” or a “behavioral support plan.”

DMHMRSAS does not agree that the definition should include
aregulatory mandate regarding the formulation of a behavioral
treatment plan. As stated above, such mandates are provided
in other parts of the regulation.

m  “Caregiver”

Several respondents commented that the definition is too narrow because it
refers only to trained caregivers and does not include family members or
others who may also be caregivers.

The use of the term “caregiver” under these regulations applies
only to employees and their contractors because the services
covered by this regulation must be operated, licensed, or
funded by DMHMRSAS.
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B “Consent” There were twenty-three respondents who provided specific comments In order to address these concerns, DMHMRSAS revised the
regarding this definition. Most of the comments recommended that the definition to state that “ ...informed consent is needed before a
terms “consent” and “informed consent” be clearly distinguished or defined | provider may provide treatment to an individual which poses
separately. Therewas ageneral consensus that “informed consent” should risk of harm greater than that ordinarily encountered in daily
be “...free of force, misrepresentation, fraud, deceit, duress, or any form of life or during the performance of routine physical or
constraint or coercion...” There were also recommendations that the psychological examinations, tests, or treatments, or before an
definition provide necessary safeguardsto ensure that individuals have the individual participatesin human research...” The definition
capacity to provide informed consent. has al so been expanded to describe the kinds of information

reguired to obtain informed consent. Changes have been made
Several other respondents recommended that the definition stipulate what to indicate that “informed consent” is needed for certain types
constitutes “enough information” or specify the type of information that is of treatment including, “aversive treatment” and “ use of
needed to make an informed decision. Generally, the comments indicated psychoactive and other medications.”
that more policy guidance and specificity was needed in the definition.

m “Director” Three respondents recommended that the definition of “director” be DMHMRSAS does not agree with the recommended changes.
expanded to mean the chief executive officer or his designee or his The responsible authority for any program delivering services
designated agent. One respondent also recommended a statement be isthe chief executive officer. Although adirector may
included that the term “director,” when used in this regulation, does not designate someone to act on his or her behalf, the director
mean an office director or other person who may have atitle of director. retains the ultimate responsibility for the program. Therefore,

this definition is clear and conveys the intended meaning.
One respondent indicated that the term “director” appears to be confused
with the term “ provider” in some other parts of the regulation. DMHMRSAS has changed some of the terms “ director” and
“provider” throughout the regulation for clarification.
B “Discharge Plan” Several respondents recommended expanding the proposed definition to DMHMRSAS does not agree that it is within the scope of this

provide guidelines regarding content of a discharge plan and the process for
developing such a plan.

There were also concerns expressed that some individualsin long-term care
programswill not be discharged; therefore, discharge plans should not be
necessary.

definition or the regulation to establish a process for
development of a discharge plan. No change has been made in
response to these comments. Guidance for community
services boardsis provided at § 37.1-197.1.A.3 of the Code.

This concernis not within the purview of thisregulation.
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“Emergency”

Several respondents recommended that this definition be revised to be more
explicit (i.e. note should be made regarding the avoidance of “irreversible
damage”) It was also recommended that the definition include reference to
the relevant statutes such as the Treatment Act and the Health Care
Decisions Act.

DMHMRSA S does not agree that this definition should be
more explicit and has not made suggested revisions. This
definition, as written, does not conflict with the Health Care
Decisions Act.

“Exploitation

One respondent suggested expanding the definition to provide guidance on
what constitutes “permission.” According to the respondent, an individual
must give permission with full knowledge of the consequences and be free
from force, misrepresentation, coercion etc., in order to avoid “exploitation.”
It was also recommended that the definition of “exploitation” encompass
violations of the requirements for “Work” at 12 VAC 35-115-120 and
“Research” at 12 VAC 35-115-130 of thisregulation.

Several other respondents recommended expanding the definition to state
that exploitation includes the provider’ s receipt of gifts or items of value, or
favors from individuals receiving services or use of an individual’s property
for illegal purposes.

DMHMRSAS generally agrees with the respondents and has
expanded the definition of “exploitation” to incorporate the
recommendations and to be more consistent with the Code of
Virginia

“Historical
Research”

Two respondents suggested adding the relevant statutory referencesto this
definition. One respondent suggested adding the reference to
“confidentiality” at 12 VAC 35-115-80 of thisregulation. Another
respondent recommended restricting historical research to “existing”
information and requiring “informed consent.”

DMHMRSAS did not revise this definition based on the
commentsreceived. Theserespondents did not state any
reason for inserting the statutory references and the respondent
did not identify which specific statutory provisions should be
referenced. DMHMRSAS believes the proposed definition
conveys the intended meaning. Requirements for informed
consent are listed in the revised definition of “consent” and do
not have to belisted for each specific course of action.

“Human
Research”

Two respondents recommended changing the definition to be the same as the
definitionsin the relevant statutory provisions. One respondent indicated
that the definition should refer to provisions regarding “ Research” at 12
VAC 35115-120 of thisregulation. Another respondent recommended

In response to recommendations, the proposed definition has
been revised to be identical to the definition of “human
research” at § 32.1-162.16, et. seq., of the Code of Virginia. A
statement has al so been added that human research must
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“Human Research”
(cont.)

clarifying some of the terminology and inclusion of areference to the
requirement for “informed consent.”

be conducted in compliance with relevant requirements of the
Code of Virginiaat § 32.1-162.16, et. seq. These sections of
the Code describe the legal safeguards for

human research, including requirements for “informed
consent.”

m  “Individual”

One respondent indicated a preference for the term “consumer” rather than
“individual” to denote recipients of service. No other specific changes were
recommended, although several respondents advised generally that the term
“individual” should be used only to refer to refer to “aperson who is
receiving services’” and that the term be used consistently throughout the
regulation.

No substantive changes were made in response to comments.
However, DM HMRSAS has reviewed and made any
necessary editorial revisionsto the regulation to assure the
consistency in the use of the term “individual.”

B “Inspector

One respondent proposed changing the definition to be more consistent with

DMHMRSAS has revised the proposed definition accordingly.

Genera” Code of Virginia § 2.1-815.
m “Legdly Two respondents recommended that provisions for human research be No changes were made to the proposed definition based on the
authorized deleted fromthis definition. One of these respondents opined that only an comments received, except to clarify that alegally authorized

representative”

individual who isfully and clearly capable of informed consent should be
able to agree to participation in human research. Several other respondents
recommended that the qualifications for alternative decision makers be
included in this definition and that terms “consent” and “informed consent”
should be clarified.

representative may give “informed consent.” Theintent isto
define al alternative decision makers that are sanctioned by
law as “legally authorized representatives.” This definition
provides a general description of the term “legally authorized
representative” asit is used in the context of this regulation.
It is beyond the scope of this definition to mandate
qualifications for alternative decision makers under separate
provision of law. The concept of “consent’ versus “informed
consent has been addressed in the definition of “consent”
DMHMRSAS has not adopted recommendations of the two
respondents who seek to exclude individuals from
participating in research if they have “legally authorized
representatives.” The Code of Virginiaallows such
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Representative”
(cont.)

There were three respondents who questioned whether specific persons or
entities (court appointed legal guardians, persons with legal power of
attorney etc.) would be included in this definition.

participation in accordance with § 32.1-162.16, et seq. Failure
to permit such participation raises questions of equal
protection. Thisregulation isintended to provide alegal
framework for protecting the human rights of any individual
who lawfully consents to participate in such research.

These persons, if “permitted by law” to give informed consent
are included within the term “legally authorized
representative.”

B “Local Human

Two respondents recommended that the membership requirements for Local

DMHMRSAS has reduced the membership requirements for

Rights Human Rights Committees (LHRC) be reduced from seven to five members | LHRCsto at |east five membersin response to concerns
Committee” because of the difficulty in recruiting members to these committees. There expressed by the respondents. However, LHRC members
was also arecommendation that the LHRC members be paid for their remain volunteers and are not compensated for their services
participation. under the regulation.
B “Neglect” At least six respondents recommended that the definition of “neglect” be DMHMRSAS did not make any changes to the proposed

changed to be the same as the definition of “neglect” under applicable
federal law, 42 U.S.C. 10801. One respondent stated that the definition
should be more inclusive and provide reference to specific definitions taken
fromfederally required reporting forms under the Protection and Advocacy
for Individuals with Mental 1llness (PAMII) Act.

One respondent recommended including the qualification that an act of
“neglect” must be “knowingly or intentionally” performed.

definition except to provide the relevant Code of Virginia
citation. The definition provided in the regulation isidentical
to the definition of “neglect” at § 37.1-1 of the Code of
Virginia. Itisnot appropriate to use afederal law to define
“neglect” when a state law exists.

m  “Probation”

There was one comment that discussed the “ probation” and “probationary
status” in relationship to issuance of licenses for providers of mental health,
mental retardation or substance abuse services. Thisrespondent
recommended that providers who are placed on “probation” should not have
the same status as providers who are issued a provisional license.

Upon consideration of this comment, DMHMRSAS has
eliminated the terms “ probation” and “ probationary status’
from thisregulation. Although providers violating human
rights regul ations are subject to certain licensing sanctions,
thisregulation is not intended to establish routine for
probation or probationary status. Issues relevant to the

10




Summary of Public Comments: Rulesand Regulationsto Assurethe Rights of Individuals Receiving Services From Providers of Mental

Section

Health, Mental Retardation and Substance Abuse Srvices 12 VAC 35-115-10 et seq.

Comment

Response

“Probation” (cont.)

procedures for licensing providers, such as the conditions
“probation” and “probationary status” of licensed providers
will be considered in conjunction with the current
promulgation process for new licensing regulations (12 VAC
35-105-10 et seq.).

B “Probationary
Status”

see “Probation” above

m  “Protection and

There were three respondents who recommended that the definition should

In response to comments, DMHMRSAS has revised this

Advocacy specifically name the state agency that isdesignated “ protection and definition to cite DRVD asthe Virginia designated agency
Agency” advocacy agency, i.e., the Department of Rights for Virginians with under the federal PAMII Act
Disabilities (DRVD).
B “Provider” There were several comments questioning the scope of entitiesthat are DMHMRSAS has revised this definition to improve the clarity

included in the definition of “provider.” There were questions whether the
definition included “ solo practitioners” and one recommendation that the
definition should not include “ private practices.” Several respondents
indicated that the definition was too ambiguous. Another respondent
indicated that the definition was too broad.

and specificity consistent with the scope of legal authority for
the regulation. Any entity or person that offers services that
are licensed, funded or operated by DMHMRSAS is defined as
a*“provider” subject to this regulation.

B “Residential

One respondent suggested deleting “on a 24 hour basis’ from this definition.

DMHMRSAS does not agree with this respondent. The

Setting” concept that servicesare “available” from aprovider “on a 24
hour basis” (although they may not necessarily be provided) is
the key concept in defining this term.

B “Restraint” Most of the respondents who commented about this definition recommended | DMHMRSAS is receptive to the concerns expressed regarding

removing “protective devices’ from the definition of “restraint” and
inserting a separate definition of “protective device” in this regulation.
Many respondents opined that the same type and level of scrutiny that this
regulation imposes on the use of restraint, should not be imposed on the use
of devices ordered by physicians and physical/occupational therapists for

the conditions for the use of protective devices under this
regulation. In order to respond to respondents’ concerns, new
provisionsfor the use of restraint have been inserted at 12
VAC 35115-110.C.3. These provisions allow protective
restraints to be used under certain

11
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protective, supportive therapeutic reasons. Such protective devices may be
used to achieve proper body position, balance, or alignment to compensate
for aphysical deficit or to allow greater freedom of mobility. Several of the
respondents suggested specific definitions for “protective restraint” for
inclusion in thisregulation.

Concern was al so expressed about the prohibition on the “ programmatic use
of restraint,” according to 12 VAC 35-115-100 C. 5. d of the proposed
regulation.

There were also recommendations to include “chemical restraint”
(pharmacological restraint) as atype of “restraint” in this definition. Several
respondents also indicated that the definition should be changed to indicate
that “mechanical restraints” are not used exclusively in an emergency.

conditions, if aqualified professional determines that such
protective restraint is necessary. This change will promote the
appropriate therapeutic use of protective restraint and continue
to define such devices as atype of restraint under this
regulation. The new provisionsat 12 VAC 35-115-110 also
allow programmatic use of restraint wheniit is part of a
behavior treatment plan under certain conditions.

The definition of “restraint” has been reworked to improve the
description of the types of restraints consistent with the revised
regulatory provisions.

“Pharmacological restraint” has been included as atype of
restraint in the definition. The definition has also been changed
to eliminate concept that a“mechanical restraint” is used
exclusively in an emergency.

B “Restriction”

One respondent indicated that generally the definition istoo broad. One
respondent opined that the regulation restricts one' sright to effective
treatment by imposing certain limitations on the use of restraints.

DMHMRSAS has not made changes to this definition based
on the comments. This definition was intended to broadly
define “restriction” in order to afford maximum protection for
individuals receiving services when a under this regulation.
DMHMRSAS does not agree that the regulation restricts one’s
right to effective treatment. Changes have been made to
respond to concerns expressed regarding the use of restraint,
however, and “restraint” is now treated separately from
“restriction.”

B “Seclusion”

Several respondents stated generally that the definition appears to confuse
“seclusion” with “isolation” or “isolated time out.” Comments noted that
that Health Care Financing Administration (HCFA) regulationsfor ICFFMR
facilities define “isolated time out” generally as a programmatic separation
of an individual from others behind an unlocked barrier until the well-
defined target behavior is abated. Concernswere also expressed that
“seclusion,” as defined, cannot be distinguished from “secured living areas.”

DMHMRSAS has clarified the definition of “seclusion” in
response to comments. A statement has been inserted that will
distinguish “seclusion” from “isolated time out” and “secured
living areas.” (See also revised definition of “time out” which
iswritten to conform to HCFA regulationsfor ICFMR
facilities).

12
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B “SeriousInjury” Several respondents stated that “seriousinjury,” should be defined as an DMHMRSAS generally agrees with the respondents and has
injury requiring the attention of a physician, rather than alicensed health revised this definition to indicate that a serious injury requires
professional. Other respondents opined that the definition should be more the medical attention of alicensed physician. The proposed
detailed. definition has also been expanded to indicate that a“ serious

injury” meansainjury that resultsin “...bodily hurt, damage,
harm or loss...”

B “Services’ There were several respondents who recommended clarifying definition by DMHMRSAS has defined “treatment” and “ habilitation” in
defining the terms “treatment,” “habilitation” and “ other supports” which this section of the regulation, in response to the comments
are used as part of the definition of “services.” which have been received. DMHMRSAS has edited this

definition for clarity and consistency with other parts of the
regulation, but does not agree that additional changes are
needed to this definition. This definition is consistent with
DMHMRSAS regulations for licensing providers of services.
One respondent believes that the regulation should include a section that It is not within the scope of legal authority for thisregulation
recommends the responsibilities for individual s receiving services to impose responsibilities on individual s receiving services.
(openness, providing accurate information, etc.) by which he or she can As stated previously, only programs licensed, operated or
enhance the quality of the services received. funded by DMHMRSAS are subject to this regulation.

B “ServicesPlan” Several respondents noted that a“services plan” may also be referred to as In response to comments, the definition of “ services plan” has
an “individualized services plan” and recommended that the definition been revised to indicate that the term “ services plan may also
include a statement that such plan is designed to meet the specific needsand | bereferred to as “individualized services plan, treatment plan,
goals of theindividual. Respondents also indicated that this plan should be habilitation plan or plan of care.” The definition has also been
prepared with the individual’ s participation. generally expanded to reflect the comments that have been

received.

B “Specia Order” Several respondents questioned the applicability of this definition and noted | DMHMRSAS has del eted this definition as thisterm is not

that a special order isissued by an administrative agency.

used in theregulation and is, therefore, unnecessary.

13
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H  “Time Out” Most of the sixteen respondents who commented on this definition DMHMRSAS agrees with most of the recommendations and
recommended changes to conform with HCFA requirements for ICF-MR has revised the definition in response to comments.
facilities. Several comments also stated that “time out” should be used as DMHMRSAS has also inserted specific regulatory mandates
part of an individual’s behavior treatment plan. There were also consistent with HCFA requirements (timelimits, etc.) at 12
recommendations that time out should not exceed certain timelimitsand that | VAC 35-115-110 of the proposed final regulation. Provisions
individuals should be able to choose time out on their own. are also included for “isolated time out” as defined by HCFA.

Part 11

12 VAC 35-115-40 Assurance of Rights

m  Generd One respondent recommended that subparagraph D, which liststhe basisfor | DMHMRSAS agrees with the respondent and has reorganized
Comments provider responsibilities, be moved to subparagraph B, which is a nore the regulation as suggested. However, provisions have not
prominent position. Another respondent suggested that provisions be added | been inserted regarding the expectations of individuals
that impose requirements or expectations on individuals who are receiving receiving services. DMHMRSAS does not agree that it is
services. within the purview of this regulation to impose requirements
on theindividuals who are receiving services.
H [temA Several respondents recommended inserting alist of all of the rights DMHMRSAS did not change this section of the regulation to

protected by this regulation pursuant to § 37.1-84.1 of the Code. Certain
other specific rights were suggested for inclusion in this section (i.e. rights
to time spent outdoors, communication technology, medical treatment in a
residential facility, etc.). There were also recommendations that other
relevant federal statutory provisions be referenced in this section.

include asummary of relevant statutory provisions. All of the
appropriate relevant legal rights are incorporated into the
subseguent sections of the regulation. Therefore it was not
deemed necessary to repeat these specific rights at this point in
the regulation or to incorporate suggested additional rights.
However, in order to assist the public to use thisregulation,
DMHMRSAS intends to develop areference document for
general distribution when the regulation is finalized, which
will include the relevant legal citations.

14
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H |temB Several respondents suggested changes to clarify the provisions for seeking Asdiscussed in “General Comments” above, this part of the
(New Item C) informal resolution to a grievance and filing acomplaint. Respondents regulation was reorganized. Item B has been relocated to Item
indicated that the clarification was needed to specify who has theright to file | C in the proposed final regulation. In response to comments,
acomplaint or seek an informal resolution and who has standing in the DMHMRSAS revised this provision to state that every
complaint process. individual hasthe right to seek an “informal resolution” and
that any person can file acomplaint on behalf of an individual
There was al so one suggestion that anew Item B be created that lists specific | receiving services. Terminology has also been clarified
“civil rights” that are protected by the regulation and that the existing Items | consistent with other parts of the regulation.
in this section be re-ordered, accordingly.
DMHMRSAS does not agree that it is necessary to insert a
section which lists specific civil (or constitutional) rightsin
this provision.
m [temC Onerespondent stated that the regulation should explicitly provide DMHMRSAS does not agree that it is necessary to provide
(New Item D) information about DRV D and other advocacy systems and agencies. Another | specific information about DRVD in this general provision.
comment suggested changing the provision to state “...to which he may be However, in response to comments, the provision has been
entitled under law or otherwise” revised to state that the regulation will not prevent anyone
from seeking other remedies to which he otherwise may be
entitled under “federal or state” law.
m [temD Most of the fifteen respondents who commented on this item suggested Asdiscussed in “General Comments” above, this part of the
(New Item B) revisions to help to ensure that individual s receiving services can understand | regulation was re-organized. ThisItem has been relocated to

their rights under thisregulation. Several respondents opined that rights
should be exp lained or displayed in “consumer friendly language” or in
language most easily understood by the individual. It was also suggested
that written notice be provided in “...the most frequently used languages’
pursuant to Presidential Executive Order 13166. One comment suggested
that Point 3 be revised to state that an authorized representative for an
individual should be asked to sign a notice of rights when appropriate.

Another respondent proposed changing Item D, Point 5 to specifically
reference the Department of Rights of Virginians with Disabilities (DRVD).

Item B in the proposed final regulation. DMHMRSAS agrees
with the majority of the respondents and has made several
revisions to this Item to enhance communication effortsto help
ensure that individual s understand their rights under this
regulation. DMHMRSAS also agrees with the respondent’s
comments regarding authorized representativesin Point 3
regarding authorized representatives and has made appropriate
revisions.

DMHMRSAS does not agree that DRV D should be
specifically referenced in this provision

15




Summary of Public Comments: Rulesand Regulationsto Assurethe Rights of Individuals Receiving Services From Providers of Mental

Section

Health, Mental Retardation and Substance Abuse Srvices 12 VAC 35-115-10 et seq.

Comment

Response

PART II1 Explanation of Individual Rights and Provider Duties

B Genera Comment

One respondent commented that the format in this part of the regulation was
confusing.

DMHMRSAS does not agree with thislone respondent. Every
effort has been made to format this regulation to be easily
understood by users. From all indications, this format does not
appear to be unduly complicated or confusing for those who
have participated in this review process.

12 VAC 35-115-50D

ignity

B General Comments

One respondent suggested changing thetitle of this section to “ Treatment

with Dignity.” Another respondent opined that the entire section seems most

relevant to facilities. (Thisrespondent did not provide specific suggestions
for change.)

DMHMRSAS has determined that the title of this section
adequately reflects the intent of content of this section and has
not made the suggested change.

No revision has been made in response to the comment
regarding the relevance of the section.

H ltemA One respondent suggested that this provision be revised to include a DMHMRSAS hasincluded a statement to incorporate
statement to prohibit limitations on the rights individual s with any physical provisions for individuals with communication or sensory
or sensory conditions that would pose a barrier to mobility or barriers. Changes were made to the terminology in response to
communication. Two other respondents proposed changes to the the comments.
terminology used in this Item (to add “solely” and “ as specifically limited
herein”).

m ItemB Point 1: Point 1:

Several respondents suggested revisions that would discourage the use of
any inappropriate nicknames for individual s receiving services. One
respondent suggested adding aright “...to be spoken to in arespectful way.”

Point 2:

Several respondents suggested changes to the terminology for clarification.
One respondent proposed inserting the word “including” as follows:
“...including abuse, neglect, and exploitation.”

DMHMRSAS does hot agree that the proposed changes are
needed. Thisprovision allows providers the discretion to use
either preferred or legal name.

Point 2:

Theword “including” has been inserted, as suggested. This
should help to clarify the provision. DMHMRSAS does not
agree that any of the specific regulatory mandates, which
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Item B (cont.)

Several respondents opined that the most effective means of protecting an
individual from harm would be to allow some form of programmatic
restraint as a component of a multi-component behavioral treatment
program. There were also suggestionsto include arequirement for an
Individual Nutritional Plan, a statement that nicotine deprivation isaform of
abuse, and a statement that abuse, neglect and exploitation should be
documented as federal crimes.

Point 3:

One respondent suggested inserting a requirement that bilingual/bicultural
specialists are available. There were also comments that this provision
should be limited to service plan related entitlements. It was noted that
many entitlements might be beyond the scope of the provider’s expertise. It
was al so suggested that areference to U.S. Veterans benefits be inserted.

Point 4:

Respondents generally indicated that the right to private communication is
not sufficiently clear in this provision. There were also recommendations
that that family, friends and Long Term Care Ombudsmen, “ecclesiastically
endorsed/ordained “ clergy, DRVD and licensing representatives be
specifically referenced in this provision. One respondent opined that
updated communication technol ogy, such as computers and cell phones
should also be mentioned in this provision.

Point 5:
It was suggested that the provision be changed to “to be provided ...
policiesin a manner most easily understood...”

have been suggested by respondents, are appropriate for
inclusion in this part of the regulation. However,
DMHMRSAS has revised provisions for the use of restraint
and protective to permit programmatic restraint under certain
conditions. (See 12 VAC 115-100 and 12 VAC 115-110).
This should respond to concerns that have been expressed.

Point 3:

DMHMRSAS agreesthat providers may not necessarily have
full knowledge of available benefits and entitlements.
Therefore, the provider’ srole is mainly to help an individual
learn about and apply for benefits. This provision has been
revised accordingly. A referenceto U.S. Veterans benefits has
also been added in response to the suggestion. DMHMRSAS
does not agree that it isnecessary to include areference to
bilingual or multicultural specialistsin this provision.

Point 4:

In response to comments, DMHMRSAS revised this provision
to state that individuals will have the right to “ communicate”
in private with...” It was determined that the list of those who
may communicate with individuals receiving services was
sufficient and comprehensive, and no additional designations
were included.

Point 5:
DMHMRSAS generally agrees and has revised the provision
accordingly.
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Section Comment Response
Item B (cont.) Additional Considerations: Additional Considerations:
One respondent suggested that three additional points be added under ItemB | DMHMRSAS does not agree that the suggested provisions
involving provisions for (1) fully informed or voluntary consent; (2) should beinserted at this point in theregulation. Thereare
informed consent for any electroconvulsive treatment; and (3) designation of | other parts of the regulation that fully address an individual’s
apersonal advocate or representative. rights regarding informed consent and rights to representation
and support in treatment decisions. These comments have
been considered in regard to other sections of the regulation.
m |temC There was one general comment that individuals receiving services would No changes have been made in response to this comment.

prefer not having to rise so early in the morning, and to be able to set their
own bedtime. No specific revision was suggested.

Point 1:

Several respondents were concerned that this provisions does not assure
indigent persons receiving services will have suitable clothing because it
does not define “suitable clothing” or “sufficient funds’ (see 12 VAC 35-
115-50, Part F). The regulations should define what constitutes sufficient
funds and suitable clothing. One respondent recommended inserting
“...suitable clothing for his exclusive use.”

Point 2:
One respondent commented that individual s receiving services want better
food. No specific revision was suggested.

Point 3:
The following revisions were suggested to the list of provisionsthat follow
this Point:

(a) Concern was expressed that, in some cases, allowing individuals
receiving services to have “private” storage space could jeopardize client
safety and security.

Point 1:

DMHMRSAS generally agrees with the respondents and has
inserted “...suitable clothing for his exclusive use.” However,
DMHMRSAS believes availability of “sufficient funds”
should be determined on a case-by-case basis, depending on
individual situation and has not included adefinition in the
regulation.

Point 2:
No change was made in response to this comment because the
current language addressed thisissue sufficiently.

Point 3:

DMHMRSAS hasinserted changes to (f) in response to the
comment. However, it was determined that this provision
generally conveys the intended meaning, and no other
suggested changes have been adopted.
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Comment

Response

Item C
Point 3 (cont.)

(d) One respondent commented that “major areas” should be defined.

(e) It was suggested that that areas be free from “noxious fumes’ and have
“acceptable noise levels.”

(f) It was recommended that this provision state “...rooms should be
maintained at temperatures that are comfortable for the occupants and
compatible with health requirements.”

Point 4:

One respondent proposed changing the provision to state that individuals
should have theright to attend religious services held away from the
program setting and that individual s should also be able to engage in any
religious practices that are not dangerous to self or others, and that do not
infringe the freedom of others. Another respondent suggested that
community programs and services should be obligated to provide religious
services. One respondent was concerned about the use of the terminology
“recognized religious practices.”

Point 5:
One respondent recommended substitution of the words “...letter writing
material and postage...” for “...paper, pencil and stamps...”

Point 6:
One respondent opined that individuals should have needed help in reading
and writing requests for discharge and action plans.

Point 7:
Several respondents recommended that some restrictions be imposed on use
of atelephone under certain circumstances.

Point 4:

DMHMRSAS has determined that the language in this
provision is appropriate and has not made the changesin
response to comments.

Point 5:
DMHMRSAS does not agree that the proposed changeis
necessary.

Point 6:

DMHMRSAS does not agree that the proposed change should
be inserted in this provision, which isrelated to reading and
writing mail.

Point 7:

Theregulation allows restrictions to be imposed on individuals
under certain circumstances (see “Variances’ at 12 VAC 35
115-220). DMHMRSAS does not agree that provisions for
such limitations are needed in this part of the regulation.
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Section Comment Response
Item C (cont.) Point 8: Point 8:
There were several respondents who recommended that limitations be DMHMRSA S does not agree that such provisions should be
imposed on visitors under certain circumstances. included in this part of the regulation. As stated above, this
regulation provides a process for variances that could be used
to impose individual restrictions when they have been
justified. See 12 VAC 135-115-220.
Additional Considerations: Additional Considerations:
One respondent recommended that additional provisions beinserted in this DMHMRSAS does not agree that such provisions be inserted
section that reguire reasonable accommodations for disabilities and medical in this part of the regulation. These considerations are covered
treatment (including private physicians at the individual’ s own expense). in other parts of this regulation.
®m |temD Several respondents recommended referencing relevant statutesin this DMHMRSAS does not agree that the suggested revisions are

provision. There were also comments that individuals receiving services
should be informed about proceedings that result in the disciplinary action of
staff. Therewas also asuggestion to insert the provider’s duty to make
appropriate referrals to qualified specialists, including bilingual/bicultural

specialists.

needed and has not made changes in response to these
comments.

B ItemE (New 3)

NOTE: In order to
clarify this part of the
regulation, the format
has been revised
consistent with the
general formatting
scheme for the
regulation. Item E has
be changed to “3” and
the Points following
Item E have been re-
numbered.

Point 1:

It was suggested that provisions be included to encourage simultaneous
reporting of abuse and neglect to the protection and advocacy system and
possibly other bodies like the LHRC. Several respondents stated that the
provision should be clarified to note that it refers only to programs covered
in these regulations. There was also recommendation that the consequences
should be defined and discussed and reference be provided to appropriate
state and federal statutes.

Point 2:
A recommendation was made to reference the appropriate federal and state
statues as part of this provision.

Point 1 (New a):

In response to comments, DMHMRSAS clarified this
provision to state that reporting is required at any program
location “covered by these regulations.” It was determined
that no other suggested additions or changes were needed in
this part of the regulation.

Point 2 (New b ):
DMHMRSAS does not agree that such references are
necessary in this provision.
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Section Comment Response

Item E (New 3) Point 3: Point 3 (New c):

(cont.) More than fifteen respondents commented that the timeframe for notification | In response to the comments, changes were made to clarify the
was not clear in this provision. There were several comments timeframe for notification. In addition, the legally authorized
recommending addition of arequirement that an individual’s authorized representative has been included on the list of those who
representative be notified in cases of suspected abuse, neglect or should be notified. DMHMRSAS does not agree that the
exploitation. There was one comment that the Commissioner and the Commissioner and the Governor should be included on the list
Governor be included in those who are notified. of those who are notified by the Director.

Point 4:

There were at |east thirty comments regarding the proposed process for Point 4 (New d, eand f):

investigations and determinations regarding abuse, neglect or exploitation. In response to comments, revisions have been made in this part

Many respondents indicated that the responsibility and timeframe for of the regulation to clarify the timeframe for the Director’s

reporting and decision-making should be clarified. There were comments action and to clarify who should be notified of the results of

that the provisions should require an independent decision-maker because such investigations. The provisions have been changed to

the Director may have aconflict of interest. Others questioned the scope of require the investigator to report to the director or “the

the Director’ s authority to impose sanctions or take remedial action. investigating authority.” A definition of “investigating
authority” has also beenincluded intheregulation at 12 VAC
35-115-30. DMHMRSAS has also inserted the statement that
“Unless otherwise provided by law, the standard for deciding
whether abuse neglect or exploitation has occurred is

Item E (New 3) preponderance of evidence.”

(cont.)

There were also comments that the Commissioner and the Inspector General
should be added to the list of those who should be notified on the results of
theinvestigation. One respondent recommended the inclusion of a standard
for decision-making for such allegations of abuse, neglect or exploitation.

DMHMRSAS has not included the Commissioner or the
Inspector General in the list of those who are notified of a
determination. However, in view of the concern expressed
regarding the Director’ s decision-making authority, anew item
(d) has been inserted (and the remaining list has been
renumbered) which specifically prohibits the director from
retaliating against anyone who reports an all egation of abuse,
neglect or exploitation to an outside entity. In addition, a new
item (f) hasbeen added in this part of the regulation, which
requires the Director to cooperate with any external
investigation, (i.e. Protection and Advocacy Agency or the
Inspector General).
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Point 4 (New d, eand f) )(cont..)
Also in response to comments, Part e. [new (5)] of this
Point 4 (New d, e and f)(cont.) provision has been changed to state that the individual, his
There were al so suggestions to specify who may file a petition to appeal the | legally authorized representative “or anyone acting on his
Director’ s action on the individual’ s behalf. behalf” may file a petition for aLHRC hearing, if they are not
satisfied with the Director’ s decision.
Point 5: Point 5 (New g):
One respondent suggested that §18.2-369 of the Code be referenced in this DMHMRSAS does not agree that the suggested changes are
provision and that the external protection and advocacy agency, in addition necessary in this provision.
to DSS should receive the required information report.
Point 6: Point 6 (New h):
One respondent opined that the Virginia State Police and local sheriffshave | Itisnot within the purview of thisregulation to address any
not been successful in uncovering criminal intent and person(s) responsible injustice in the criminal justice system or repeat sectionsfrom
for violent crimes and deaths in state facilities. It was suggested that intra- the criminal Code. No change has been made in response to
agency crime task force (consisting of DSS, DRVD, DMHMRSAS Office of | this comment.
Human Rights and State Police or Sheriff) be convened to assist in
conducting criminal investigations. Another comment suggested adding a
Point 7 which cites certain provisions of the criminal Code.
Hm |temF Point 1: Point 1:
(New Item E) Several respondents commented that the regulations should define what DMHMRSAS does not agree and has not made changesin

constitutes “sufficient funds’ and such determinations should be made
external to the provider’s authority.

Point 2:

Several comments indicated that this provisionis too broad. One respondent
suggested adding that participation in religious services or practices may be
reasonably limited by the provider, under certain circumstances.

response to this comment.

Point 2:

DMHMRSAS has not made changes to this provision. No
change has been made because reasonabl e limitations are
possible under the current language.
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Comment

Response

ItemF

(New Item E) (cont.)

Point 3:

Several respondents recommended revising the provision to emphasize that
the Director may open an individual’s mail only in theindividual’s presence.
There was al so a suggestion that the word “ probable” replace the word
“reasonable.” Comments also recommended that the director or his
appropriately trained designee be allowed to open an individual’s mail under
the identified circumstances and that the director should be required to
comply with The Privacy Act.

Point 4:

Several respondents indicated that the LHRC should be required to approve
any restriction on telephone usage. Other respondents questioned what is
meant by the phrase “professionally accepted parameters of clinical

practice” in reference to telephone restrictions. There several comments that
suggested specific situations that should allow telephone use to be restricted.
Other respondents opined that tel ephone use should not be restricted for any
individuals calling the external protection and advocacy system.

Point 3:

This provision is consistent with relevant legal requirements.
Also, the director has the discretion to del egate authority under
thisregulation. Therefore, it isnot necessary to repeat this
authority to delegate in the specific provisions. There have
been occasions on which dangerous contraband has caused
harm in aprogram. In order to protect the staff and residents
of the program, a new sentence was inserted which provides
that communication by mail may be limited if, based on the
judgment of alicensed physician or psychologist, such
communication will result in “demonstrable harm to the
individual’s mental health.” This means that there can be no
restriction unless harm has been demonstrated in the past.

Point 4:

In response to comments, the provision has been changed to
require any telephone restriction to be approved by the LHRC.
Thisregulation at 12 VAC 35-115-40 D.5 requires providers
to display and provide information to individual s regarding
their rights to contact the Protection and Advocacy Agency.
This should preclude the restriction on the use of telephone to
contact the advocacy system. Asdiscussed previously, the
reference to “ professionally accepted parameters of clinical
practice” has been replaced with the phrase*” sound therapeutic
practice” throughout the regulation to be more consistent with
the statute.

Also in response to comments, new (c) has been inserted that
allows providersto limit telephone access if communication
with another person will result in demonstrable harm to the
individual and is significantly impacting treatment in the
judgment of alicensed physician or doctoral level
psychologist. This means that there can be no restriction
unless harm has been demonstrated in the past.
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ItemF

(New Item E) (cont.)

Additional Considerations:

Several respondents suggested including several additional pointsin Item F
(new E) to describe other specific exceptions and conditions to the
provider’s duties. These pointsincluded provisions for limiting the use of an
individual’s chosen name, limiting visitors and limiting individual privacy.

Additional Considerations:

Thisregulation allows variances to be granted under certain
specific conditions. This permitsindividual restrictionsto be
imposed with justification on a case-by-case basis. Therefore,
itisnot necessary to provide an exhaustive list of al
circumstances that would allow specific individual restrictions
as exceptions to the provider’s duties. However, consistent
with the recommendations of the respondents, anew (5) has
been inserted that allows providersto limit or supervise an
individual’ s visitorsif based on the judgment of alicensed
physician or psychologist, such communication will result in
“...demonstrable harm to the individual and significantly
impact an individual’ streatment...” This means that there can
be no restriction unless harm has been demonstrated in the
past.

12 VAC 35-115-60 Services

B General Comment

One respondent suggested that the title of this section be changed to
“Treatment and Services.”

DMHMRSAS does not agree. Asdiscussed previously, the
term “services” is an inclusive reference which encompasses
al formsof “treatment.”

Item A

Several respondents objected to the use of the phrase “professionally
accepted parameters of clinical practice.” There were also comments
recommending that the format of this part of the regulation be reorganized to
distinguish the admission and discharge procedures requirements for the
various types of providers or settings.

Asindicated previously, the phrase “professionally accepted
parameters of clinical practice” has been replaced with “sound,
therapeutic practice” throughout this regulation to be more
consistent with the relevant Code provision. DMHMRSAS
does not agree that this section should be reorganized. This
section is organized to be consistent with the formatting
scheme used throughout this regulation.
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Iltem B

Point 1:

Several respondents were concerned that the regul ation requires a complaint
to be filed in writing. Respondents also indicated that the provision should
specify who has the authority to file acomplaint on behalf of anindividual.
Most respondents felt that it should be made clear that anyone acting on
behalf of an individual may file acomplaint. It was also recommended that
that the legal basis for filing a complaint should be clarified.

It was al so suggested that the human rights advocate should be required to
be notified within 24 hours of the receipt of a complaint. One respondent
opined that the director’ s written decision should be disseminated only to the
individual, hislegally authorized representative and the advocate.
Employees should be excluded.

Point 2:

Several respondents questioned what is meant by “professionally accepted
parameters of clinical practice.” One respondent proposed additional
standards for the delivery of clinical services. There was also a suggestion
to add standards for the maintenance of an individual’ s service record.

Point 3:

Several respondents suggested replacing the words “ carry out” with
“ensure.” There was also a suggestion to add alist of specific
medical/behavioral screenings requirements for individual admission for
services. Concern was expressed regarding perceived problemsinherent in
tailoring the regulation to fit all types of programsin relation to types of
medical assessments that are needed. Several respondents also indicated that
more detail was needed regarding the rights of individualsto have (or refuse)
medical assessments/screenings and treatment.

Point 1:

DMHMRSAS agrees with the majority of the respondents and
has made changes to indicate that anyone acting on behalf of
an individual may file acomplaint and that such complaints do
not have to be filed in writing. Changes have also been made
to indicate that complaints may be filed under this provision if
anindividual believesthat his services have been limited or
unlawfully denied “due to discrimination”.

DMHMRSAS does not agree that dissemination of the
Director’ s decision should be limited as suggested or that
reguirements be imposed for notifying human right advocates.

Point 2:

As stated previously, the phrase “ professionally accepted
parameters of clinical practice” has been replaced throughout
this regulation with “ sound, therapeutic practice” to be more
consistent with the relevant Code provision. DMHMRSAS
does not agree that the other suggested changes are needed in
thisprovision. Theseissues are addressed in other parts of the
regulation.

Point 3 (New 4):

DMHMRSAS has made several revisions to address the
comments regarding admission assessments. Provisions have
been inserted that screenings and assessments will be provided
“as applicable” and changes will based on “ongoing review of
the medical, mental and behavioral needs...” DMHMRSAS
does not believe that it is appropriate for these regulations to
contain detailed clinical requirements.

25




Summary of Public Comments: Rulesand Regulationsto Assurethe Rights of Individuals Receiving Services From Providers of Mental

Section

Health, Mental Retardation and Substance Abuse Srvices 12 VAC 35-115-10 et seq.

Comment

Response

Item B (cont.)

Point 4:

Several respondents commented regarding the provision of servicesin an
emergency relative to the service plan. Most respondents were concerned
that emergency or crisis services would not be allowed under this section
unlessit is part of atreatment plan. Othersindicated that the requirement
might not allow the provision of services during the assessment phase of
treatment. One respondent recommended insertion of “expressed” to modify
“preferences’ in this provision. Another respondent indicated that
individuals should have someone that they trust be avail able when treatment
and services are being planned.

Point 5:

Several respondents recommended revisions to require that the service plan
be written clearly to ensure that the individual receiving serviceswill
understand it, and that assistance be made available, if necessary, to ensure
comprehension.

Point 6:

One respondent recommended replacing the word “integrated” with
“coordinated” in this provision. Several other respondents recommended
defining the term “integrated.”

Point 7:
One respondent recommended del eting this point becauseit isalicensing
issue.

Point 4 (New 5):

In response to comments, a statement was inserted indicating
that responses to emergencies will be considered to be part of
the service plan. The word “expressed” was also inserted.

Treatment planning requirements were not inserted in this
provision. However, in view of the comments received,
DMHMRSAS has determined that provisions for addressing
emergencies at 12 VAC 115-100.B.7, “Restrictions on
freedoms of everyday life,” should be relocated to this part of
theregulation. This provision has been inserted as 12 VAC
115-60 B.3. and the remaining pointsin Item B have been
renumbered.

Point 5 (New 6):

DMHMRSAS did not change this provision in response to
comments. It was determined that the issues that were
addressed by respondents were covered in other parts of the
regulation.

Point 6 (New 7):

DMHMRSAS did not make changes in response to these
comments. It determined that this provision conveysthe
intended meaning.

Paint 7 (New 8):
DMHMRSAS does not agree and has not deleted this
provision as suggested.
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Iltem C

Point 1:

Several respondents commented that the terminology “professionally
accepted parameters of clinical practice” wastoo broad and should not be
used. One respondent recommended referencing that bilingual/bicultural
specialists are available to ensure direct communication.

Point 2:

Several respondents suggested the insertion of provisionsto require
providersto involve significant othersin discharge planning when the
individual reguests such involvement. Several respondents emphasized that
alternative decision makers are particularly important for persons with
mental retardation.

There were also recommendations that provisions be added to state that
providers may involve appropriate CSBs without an individual’ s consent, for
discharge planning purposes. There was also arecommendation to add
criteriafor the content and timeframes for discharge plans. One respondent
stated that this provision is out of context and unnecessary.

Additional Considerations:

One respondent recommended adding Point 3 which states that providers
may intervene with treatment in emergency situationsin order to protect the
individual or othersfrom harm.

Point 1:

Asdiscussed previously, the phrase “professionally accepted
parameters of clinical practice” has been changed throughout
this regulation to “sound, therapeutic practice.” Requirements
for communication have also been inserted. See, e.g., 12 VAC
35-115-40(B)(6) and 50(A).

Point 2:

DMHMRSAS has made several changes to this point to
reguire providersto involve family membersin discharge
planning when the individual or hislegally authorized
representative requests this involvement.

DMHMRSAS facilities are covered under § 37.1-98.2 of the
Code. Other providerswill need to obtain consent. It was also
determined that specific requirements for discharge plans
should not be included in this provision (see definition of
“individual discharge plan”). DM HMRSAS does not agree
that this point is out of context and unnecessary.

Additional Considerations:

DMHMRSAS generally agrees with this respondent and has
inserted provisionsat 12 VAC 115-60.B to allow providersto
take action in an emergency situation. (see response above)

12 VAC 35-115-70 Participation in Decison Making

Item A

Point 1:

One respondent recommended using the word “significant” to clarify
“decisions’ in this provision. Another respondent commended the
regulation for enabling consumer and family participation regarding
planning and policy.

Point 1:

This provision was revised to clarify that individuals have the
right to participate only in decisions regarding “all aspects of
services.”
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Item A (cont.)

Point 2:

Inclusion of the phrase “...whether or not the provider can provide them thus
documenting unmet need” was recommended. Several respondents
indicated that this provision should state "...ability to provide within
acceptable standards.”

Point 4:

Several respondents indicated that specific requirements for consent or
“informed” consent should be clarified in this point. A number of
respondents were concerned about the implications of an individual’ s right
to give consent for treatment.

Point 5:
It was recommended that the term “informed” be used to modify consent in
thisprovision.

Point 6:

It was recommended that the term “informed” be used to modify consent in
thisprovision. It was also opined that individuals should have theright to a
review by the LHRC if capacity is questioned or if an authorized
representative is asked to make a decision.

Point 7:

One respondent recommended a specific change to clarify the terminology.
There was also acomment that the process for appointment of a“legally
authorized representative” may be cumbersome and expensive. There was
also a recommendation to consider individual preferencesfor appointment of
a“legally authorized representative” in this provision .

Point 2:
DMHMRSAS does not agree with the suggested revisions and
has not made changes in response to comments.

Point 4:

In response to comments, DMHMRSAS hasinserted a
reference to the definition of “Consent” at 12 VAC 35-115-30
of thisregulation. This definition provides specific guidance.

Point 5:
DMHMRSAS agrees with the comment and has made the
recommended change.

Point 6:

In response to comments, DMHMRSAS hasinserted a
reference to “Confidentiality” at 12 VAC 35-118-80 of this
regulation that provides specific requirements and procedures
for disclosure of information.

Point 7:

In response to the comment, DMHMRSAS clarified the
terminology as suggested. The Code of Virginiarequiresthe
appointment of legally authorized representatives under certain
specific conditions. While DMHMRSAS recognizes the
regarding difficulties in obtaining legally authorized
representatives, it is not within the scope of this regulation to
address this difficulty. DMHMRSAS agrees that this
provision should recognize individual preference when legally
permissible.
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Item A (cont.) Point 8: Point 8:

There was a recommendation that reference to the section on legally DMHMRSAS does not agree that it is necessary to insert the

authorized representatives and the Health Care Decisions Act beinserted in | recommended referencesin this provision. Theregulation

thisprovision. Two respondents indicated that professional independent provides authority for the LHRC to require aprovider to pay

assessment of capacity to consent should be done at the individual’srequest | for an independent assessment for an individual under certain

at service provider’s expense. circumstances. Thisiscovered in other parts of this
regulation. No change has been made to this provision.

Point 9: Point 9:

One respondent recommended that this provision be separated into two DMHM RSASS does not agree with the suggested changes.

parts, requests for admission and requests for discharges. It wasalso

recommended that an individual be prohibited from requesting adischarge

from aservice on adaily basis.

Additional Considerations: Additional Considerations:

There were several suggestions for the additional rights to be added under DMHMRSAS does not agree that the additional provisions

Item A. These provide for (1) LHRC review of determinations of an regarding the LHRC review are needed in this part of the

individual’s capacity for consent; (2) LHRC review of appointment of regulation. LHRC processes and reviews are covered in detail

authorized representatives; (3) accompaniment by someone the individual other parts of thisregulation. However, DMHMRSAS has

trusts when participating in treatment planning; and (4) signature by the inserted two new points under Item A, in response to

individual in the service record to indicate agreement with treatment suggestions ( former Point 9 has be renumbered 11). New

planning decisions. Point 9 involves the right of the individual to be accompanied
by someone he trusts when participating in treatment planning,
and new Point 10 involves theright of the individual to sign
his service record to indicate agreement with treatment
planning decisions.

m ItemB Point 1: Point 1:

One respondent suggested that this section be clarified to state that providers
will assure that individualswill be able to participate in decisionsregarding
all aspects of services that affect him.

DMHMRSAS agrees with the suggestion and has made the
revision.
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Item B (cont.)

Point 2:

Several respondents were concerned that this provision grants too much
autonomy to providers who serve persons with mental retardation and
recommended clarifying this provision in relationship to statutes. One
respondent suggested inserting a requirement for providers to make referrals
to available bilingual/bicultural specialists, of the individual’s choice, who
can ensure direct communication with the client.

Point 3:

Several respondents recommended inserting “...and/or the individual’s
authorized representative the opportunity...” Two respondents questioned
what is meant by “meaningful.”

Point 4:
One respondent suggested inclusion of family, friends, and the State L ong-
Term Care Ombudsman.

Point 5:

Several respondents commented that it is difficult to obtain parental consent
or notify parentsin some situations. One respondent opined that aminor’s
ability to obtain treatment is based in part upon that child’ s capacity to make
rational and informed choices regarding treatments and suggested defining
the term “ competent minor.” One respondent noted that the Code reference
was incorrect in this provision.

Point 6:
Several respondents expressed concern that it may be difficult to obtain
consent to continue emergency treatment beyond 24 hours.

Point 2:

For consistency and in response to comments, this provision
was clarified to limit the scope to decisions “regarding all
aspects of services...” and to require providersto honor
preferences“...to the extent possible...” DMHMRSAS does
not agree that specific legal citations should be referenced in
this provisions or that reference should be made to
bilingual/bicultural specialists. These aspects are coveredin
other parts of thisregulation.

Point 3:
DMHMRSAS has not made changes in response to these
comments

Point 4:
DMHMRSAS does not agree that the specific references are
needed at this point in the regulation.

Point 5:

A reference was inserted to cover situationsin which alocal
department of social services has custody of aminor. The
Code citation has been corrected. Thisprovision, aswritten,
complies with statutory requirements. Therefore, no additional
changes have been made.

Point 6:

Thisregulation provides for treatment to be continued without
consent under certain specific conditions. No change has been
made to this provision.
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Item B (cont.)

Point 7:

Several respondents were concerned that finding someone to make an
independent evaluation of an individual’ s capacity may be difficult or costly.
Another respondent suggested that the word “ currently” in this provision be
changed to “directly.” One respondent noted that individuals might prefer
that someone who has prior knowledge of theindividual conduct the
evaluation.

Point 8:

One respondent suggested that the timeframes should be more specific in
this provision. Several other respondents provided suggestions for clarifying
this provision. One respondent was concerned that an independent
evaluation would only be available to those with resourcesto pay and that
finding independent evaluators may be difficult in some areas. Another
respondent opined that individual s should always have theright to forgo
treatment. There was also acomment that the LHRC does not have time to
conduct reviews as required by this provision.

Point 9:

Two respondents indicated that the Director should be required to consult
with the LHRC and the Treatment Team before appointing alegally
authorized representative (LAR). It was also suggested that the individual
be notified when an LAR is appointed. Many respondents commented about
the order of priority for appointments and suggested consideration given to
individual situations and preferences (i.e. common-law couples, gay and
leshian patientsin long-term relationships, etc.). On respondent suggested
inserting in Point 9.b “...any other relative of the individual, unless the
director finds that a person lower in priority is better qualified.” Several
respondents provided similar comments.

Point 7:

The word change has been made in response to the suggestion.
DMHMRSAS believes that the requirement for an independent
evaluation of capacity provides protection of the rights of the
individual receiving services and has not made changesin
response to the concerns that have been expressed.
Clarification has been added regarding the meaning of a
qualified professional.

Point 8:

DMHMRSAS has clarified the timeframe for obtaining an
independent evaluation, as suggested, and has made revisions
to the terminology for consistency and clarity. DMHMRSAS
has not made other changes in response to comments. It has
been determined that this processis a reasonable means to
assure protections for individual rights.

Point 9:

DMHMSAS has made revisions in order to respond to
comments and to make this provision more consistent with the
Code requirements. Point 9 (b) has been changed to allow a
Director to change the order of priority in appointment of an
individual LAR when a person in lower priority is clearly
better qualified. Thiswould allow greater consideration of an
individual’ s situation and needs. However, DMHMRSAS
does not agree that it is appropriate or necessary for the
director to consult with the LHRC or treatment team regarding
the appointment of an LAR because the parameters for such
appointments are clearly prescribed by this regulation.
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Item B (cont.)

There were also approximately ten comments and questions regarding “ next
friend” (Point 9. c.). Several of these respondents questioned the legal
authority for a“next friend” specifically in reference to the Health Care
Decisions Act. Therewere also at |east two respondents who questioned the
criteriafor a“next friend” (i.e. it istoo restrictive to require the person to
have lived with the individual for six months). At least three respondents
specifically commended the regulations for including provisions for “next
friend.” There were two respondents who commented that LHRC review
might not always be necessary for appointment of a“next friend.”

Point 10:

It was recommended that an exception to this provision should be made
when an employeeisarelative or an employeeisnot directly involved in the
individual’ streatment. One respondent indicated that this provision should
be revised to be consistent with the Code of Virginia§ 37.1-84.1. A.4. Two
respondents indicated agreement with this provision.

Point 11:

Several respondents indicated that this provision was not clear. Two
respondents suggested requiring review by the LHRC before resorting to
court action when a determination of perpetual lack of capacity is made.
One respondent suggested changing this provision to specifically reflect §
37.1-134.21 of the Code of Virginia. One respondent suggested inserting
provisions for allowing a provider to act as alegally authorized
representative if thereis no other person who is available.

To ensure consistency with the Health Care Decisions Act,
DMHMRSAS hasrevised Point 9.c. This concept of “next
friend” allows the Director to appoint an LAR who may be
clearly be better qualified that someone designated on the
priority list. DMHMRSAS has found that the provisions for
“next friend” are do not conflict with relevant Code provisions
but enhance the rights afforded under Code. However, in
order ensure maximum protection for the individual receiving
services, it was determined that appointment of a“next friend”
should be considered by the LHRC. A definition of the term
“next friend” has been included in the regulation.

Point 10:

DMHMRSAS has changed this provision to comply with the
Code of Virginia § 37.1-84.1. A.4. This provision states
“...unless the employeeis arelative or legal guardian.”

Point 11:

This provision has been revised in accordance with § 37.1-
134.21 of the Code of Virginia. The law does not allow
providers of servicesto act asalegally Authorized
Representative for individuals who are in their care.
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Item B (cont.)

Point 12:

Several respondents were concerned about the individual’ sright to challenge
treatment decisions. One respondent stated that if the individual hasthe
right to challenge every treatment decision, the LHRC would be over-
burdened and treatment would be delayed. One respondent suggested that
the Director notify the advocate only if aresolution is not reached. Several
non-substantive revisions were suggested for clarity.

Point 13:

Four respondents suggested that specific timeframes be established for
reviewing and reconsidering the individual’ s capacity for consent. There
were also comments that reconsideration and review of an individual’s
capacity to consent is not appropriate for individuals with mental retardation.
Individualsin mental retardation facilities will require surrogate decision
makers throughout their lives.

Point 14:

One respondent commented that this point is confusing and suggested that a
caveat beincluded for the different Code sections under which a person may
be committed. A nother respondent suggested inserting referencesto the
appropriate Code sections.

One respondent believes that the timeframe for developing a discharge plan
was too short. Other respondents questioned why the timeframes are
different for minors and adults. One respondent was concerned that thereis
no requirement that the provider assist an individual in writing a request for
discharge. Several respondents suggested non-substantive or editorial
changes.

Point 12:

DMHMRSAS does not agree with the substantive comments.
Under this regulation, an individual (or his legally authorized
representative) should always have the ability to file objections
to decisions regarding service or treatment that affect him.

The advocate should be notified immediately when an
individual files acomplaint or an objection. Several non-
substantive changes were made in response to comments for
consistency and clarity.

Point 13:

In response to comments, DMHM RSAS has inserted a
timeframe for reconsideration of an individual’s capacity to
consent (every six months). It isalso stated that individual’s
requests for such reviews will be considered in atimely
manner. However, discretion will available to providersto
decide whether such reconsideration is necessary in
accordance with “sound therapeutic practice.”

Point 14:

In response to comments, DMHMRSAS has reorganized Point
14 to distinguish provisionsfor the different types of
admissions/discharges according to the Code requirements as
follows: (a) Voluntary admissions; (b) Involuntary
commitments; (c) Certified admissions; and (d) Against
medical advice. Several non-substantive changes were made
to enhance clarity.

DMHMRSAS does not agree that additional changes are
needed in response to the comments. The provisionsin this
part of the regulations regarding discharges comply with the
applicable Code requirements.
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Iltem C

Point 1:

Several respondents indicated that the phrase “ substantial property damage”
should be defined. Another respondent commented that providers should be
required to promptly inform to the interested parties— particularly alegally
appointed guardian — of the need for taking the emergency action, and where
practicable, gain the assent of the individual involved and his/her authorized
representative.

Two respondents recommended adding provisions requiring that emergency
treatment to be reviewed every 24 hours. One respondent recommended
inserting the following:

“After 24 hours, the emergency must be reviewed by another qualified
physician, and the human rights advocate notified within three hours
thereafter “ After 72 hours the human rights committee chair must be
notified, the emergency treatment ended and a treatment plan devel oped and
implemented...”

Point 2:

There were comments that this provision should to conform to applicable
statutes—the Health Care Decisions Act, § 54.1-2983 of the Code of
Virginia

Point 1:

In response to comments, the phrase “ substantial property
damage” was deleted here. However, the phrase continues to
appear in the definition of “emergency.” The provision was
expanded to include requirements for notification of the
legally authorized representative when emergency treatment is
provided. Requirements have also been added for treatment
that extends beyond 24 hours.

Point 2:
This section is conformed to and now references the Health

Care Decisions Act.

12 VAC 35-115-80 Confidentiality

Item A

One respondent recommended the addition of specific statutory referencesin
this provision, including reference to the Privacy Act. Another respondent
proposed to add a specific statement describing provisions for release of a
minor’ s records pursuant to § 32.1-127:03.D.1 of the Code of Virginia.
Another respondent proposed adding provisions to authorization for release
of information to a prospective authorized representative in an emergency.

DMHMRSAS does not agree that specific statutory references
are needed in this statement. Specific statutes have been cited,
when relevant, throughout this part of the regulation.
Provisionsfor the release of aminor’ srecords and for the
release of information to an authorized representative are
covered in other parts of 12 VAC 35-115-80.
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Iltem B

Point 1:

There were general comments that the regulation should be partitioned to
clearly relateto the“...differences in functions uniquely associated with
MH, MR and SA.”

Point 3:

One respondent recommended adding the phrase “...records, and shall
convey information in a secure manner.” Another respondent suggested
citing the Privacy Act in this section in order to specify the full intent of the
provision and to state the remedies for breaches.

Point 4:

Two respondents proposed including areference to a“legally authorized
representative.” In addition, specific clarification was suggested regarding
the consent in the case of a minor pursuant to § 54.1-2969 of the Code of
Virginia. Therewas also acomment that the age of a“minor” should be
defined. One respondent indicated that this section appears to contradict 12
VAC 35-115-90 A of thisregulation.

Point 6:

One respondent suggested del eting the reference to “CSB or private
provider” inthis provision. Several respondents requested that the
“appropriate” state or federal statutory references be cited. There were also
comments that this provision be made compliant with HIPPA.

Point 1:

DMHMRSAS does not agree. The protections afforded by
thisregulation areintended to apply equally to all individuals
receiving services. The State MHMRSAS Board adopted this
asapolicy several yearsago. Theregulation allowsfor
variances to be granted with justification, when individual
circumstances warrant such variances.

Point 3:

DMHMRSAS agrees and has added the proposed phrase
regarding conveyance of records. DMHMRSAS does not
agree that the Privacy Act needsto be cited.

Point 4:

DMHMRSAS hasinserted the reference to the “legally
authorized representative” assuggested. Changes have also
been made to clarify this provision in accordance with § 54.1-
2969 of the Code of Virginia, which relates to consent for
treatment by and on behalf of minors. Because this statutory
provision specifies the age of minorsin regard to consent, such
guidance was not repeated in this regulatory provision. This
provision was not found to contradict other parts of the
regulation.

Point 6:

DMHMRSAS has deleted the references to “ CSB or private
provider” as suggested. It was determined that this provision
was consistent with the relevant statutory provisions. HIPAA
compliance was addressed by adding “federal regulation.”
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Iltem C

Point 1:

One respondent recommended that changes be made to require individuals to
name family members and encourage family relationships. Another
respondent suggested emphasi zing that this should occur in the context of
written consent for disclosure.

Point 2:

Several respondents recommended describing the specific circumstances
under which information may be legally disclosed without violating
confidentiality (i.e. emergencies, reporting diseases, child abuse or neglect).

@

One respondent recommended inserting specific criteriaand actions required
in order for adirector to legally disclose information without consent.
Several respondents indicated that this provision was too broad and specific
statutes should be referenced.

(b)

It was suggested that this provision cite Privacy Act requirements and be
related to the statutes which address MH, MR and SA. There was also one
suggestion to add requirements for record keeping when information in
disclosed without consent.

©
One respondent questioned whether this provision was consistent with
specific federal and state Code requirements.

(d)

Several respondents suggested that specific statutory requirements including
§32.1-127.1:03 of the Code of Virginia and others be identified and
discussed in this section of the regulation. There were comments that this
provision is not consistent with case law and relevant statutory requirements.

Point 1:

In response to the comment, changes have been made to
indicate that consent must be obtained in order for a provider
to contact family members. However, DMHMRSAS does not
agree that individual s should be required to name members of
their family to be contacted.

Point 2:

These specific circumstances are addressed in (&) through (m)
below. Therefore, it is not necessary to include such
information under Point 2. However, non-substantive
revisions have been made in Point 2 for clarification.

@)

DMHMRSAS did not insert specific criteria and required
actions, as suggested. DMHMRSAS has determined that this
part of the regulation is consistent with relevant statutory
provisions and has not inserted additional Code citations, as
suggested.

(b)
Specific statutory requirements for disclosure of information
and record-keeping are addressed elsewherein this regulation.

DMHMRSAS did not make changesin response to comments.

(©)
DMHMRSAS has determined that this provision is consistent
with the relevant statutory requirements.

(d)

This provision is consistent with relevant federal and state
statutory requirements. DMHMRSAS has determined that
additional references and discussion of such statutory
reguirements are not needed in this provision.
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Item C (cont.)

(e

There were comments that this provision is not consistent with case law and
relevant statutory requirements and that appropriate statutory references
should be identified and discussed.

®

One respondent indicated that an individual should be informed that his
records may be made available to the LHRC and SHRC. Another
respondent suggested that the word “may” be changed to “shall.” Other
respondents indicated that the provision is not consistent with case law and
relevant statutory requirements and that appropriate statutory references
should be identified and discussed.

©)
One respondent suggested replacing the word “may” with “shall” in this

provision. Other respondents indicated that the provision is not consistent
with case law and relevant statutory requirements and tha appropriate
statutory references should be identified and discussed. One respondent
opined that the reference “similar activities” (g. 6.) wastoo vague.

(e)

DMHMRSAS has determined that this provision is consistent
with relevant statutory requirements and has not made
changes.

(f)

Contrary to comments, DMHMRSAS has determined that this
provision is consistent with relevant case law and statutory
reguirements. Individuals are always aware when their records
are disclosed to the LHRC and SHRC. Thisprocessis covered
in other parts of thisregulation. The term “may” was not
changed to “shall,” as suggested. This provision does not
mandate disclosure of information to the LHRC or SHRC.
Rather, this part of the regulation allows the provider to
disclose information to the LHRC or SHRC without violating
confidentiality requirements.

(9)
In response to the comment, DMHMRSAS has clarified the

term “similar activities.” Contrary to comments,
DMHMRSAS has determined that this provision is consistent
with relevant statutory requirements. DMHMRSAS doesnot
agreethat it is appropriate to replace the term “may” with
“shall,” as suggested.
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Item C (cont.)

(h)

One respondent questioned whether a CSB would need a“rel ease of
information” signed by the individual receiving services, to discuss
discharge planning with the state hospital. Another respondent questioned
whether information is confidential outside the “human service system.”
Other respondents indicated that the provision is not consistent with case law
and relevant statutory requirements and that appropriate statutory references
should be identified and discussed.

(i)

Several respondents suggested changing the word “may” to “shall” in this
provision. Other comments suggested changes to the terminology. One
respondent suggested changing “ Protection and Advocacy Agency” to
DRVD.

()

Four respondents questioned whether all of the listed conditions would have
to be met prior to the disclosure of information for historical research. It
was suggested that the term “bonafide” be defined and referencesto
appropriate statutes be provided in this section. One respondent made
specific suggestions to add requirements regarding the process for obtaining
consent and measuresfor assuring that individually identifiable information
will not be released. One respondent opined that this section isirrelevant
and should be omitted.

(h)

No change was made in response to comments. The Virginia
Code allows the CSB and state hospital to share information
regarding an individual receiving services without obtaining
consent from the individual (but only under specific statutory
requirements). This authority does not extend to other service
providers. DMHMRSAS has determined that this provisionis
consistent with relevant statutory requirements.

(i)

DMHMRSAS does not agree that it is appropriate to change
“may” to “shall’ or make other changes to the terminol ogy.
This provision, aswritten, is consistent with PAMII
requirements under federal law. For the reasons discussed
previously in this document, the reference to the “ Protection
and Advocacy Agency” has not been changed.

()

In response to comments, this section has been clarified to
state that all of the listed conditions must be met in order to
disclose information for historical research. However, it has
been determined that it is not necessary, at this point, to
include the suggested additional requirements for disclosure of
information or to describe what may constitute bonafide
research in view of the range of research topics or
circumstances that may be encountered. DMHMRSAS has not
deleted this section or made additional changes in response to
comments.
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Item C (cont.)

Q)

Several respondents indicated that additional information is needed to
describe what is meant by a“present threat.” It was suggested that the word
“disclose” be changed to “communicate.” There were also comments that
Code citations should be referenced specifically, § 54.1-2400.1B and § 54.1-
2400.1C, to describe what act or acts by the service provider will constitute
taking precautions to protect third parties. There were also comments that
the applicability of this provisionto MH, MR and SAS popul ations should
be provided.

(m)
One respondent suggested mandating disclosure to DRV D and the Inspector
General.

Point 3:

(a)

There were comments that this section creates paperwork for providers and
disclosures become anti-consumer. Another group of respondents opined
that this section should reference controlling statutes although the
respondents did not identify specific Code references.

(b)

One respondent indicated that this section was burdensome and impractical.
Another group of respondents opined that this section should reference
controlling statutes although these respondents did not identify specific
statutory references.

(c) (New 4)

There were comments that that the phrase “ strong consideration” should be
referenced to state and local statutesto justify the “legal override” of
informed consent and the Privacy Act. There were five comments that this
provision aswritten is generally too vague and non-directive.

0]

In response to comments, changes have been made to clarify
the terminology, as suggested. However, DMHMRSAS has
determined that the revised provision is consistent with the
applicable Code requirements and does not believeit is useful
to reference specific statutes in this section or distinguish
requirements for different populations.

(m)

DMHMRSAS has determined that is not applicable for this
provision to “mandate” disclosure. It providesthat such
information may be provided without violating confidentiality
requirements. No change has been made.

Point 3:

(a)

In response to the respondent, the reference to “summary” has
been changed to “notation” in order to reduce the burden to
providers. No other change was made.

(b)

DMHMRSAS does not agree with the respondents. The
requirement to notify an individual when information is
disclosed not unduly burdensome. DMHMRSAS has not
included references to specific statutory requirements.

(c) (New 4)

DMHMRSAS does not agree with the comments. This section
provides direction to providers for situations when disclosure
isnot arequirement by law. Thisprovision has been re-
numbered as (4) to be consistent with the numbering scheme
and clarify the format.
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12 VAC 35-115-90 Accessto and Correction of Services Records

H [temA It was suggested that this section include areference to The Privacy Act and | DMHMRSAS does not agree that it is necessary to reference
Health Decisions Act. One respondent commented that § 2.1-373.1 of the additional statutesin this provision. This section now
Code of Virginia provides that the State Long Term Care Ombudsmen has references the Privacy Protection Act (8 2.1-382 of the Code
access to patients and their recordsin state hospitals. Several other of Virginia). The requirement that a minor must have
respondents indicated that this provision was not clear regarding the minor’s | permission from his parent or guardian to see his service
right to see his own service record. One respondent also suggested that a record is consistent with statute and therefore has not been
reference to the individual’ s legally authorized representative be inserted changed. However, in order to clarify this provisionin
response to comments, the word “ certain” has been inserted as
follows: “... anindividual hasaright to let certain other
people see hisservicerecord...”
H |temB Point 1: Point 1:

One respondent commented that the term “ service record” should be defined
and guidance should be given asto when an individual should be informed
that he has access to his service record.

Point 4:

Most of the seven respondents that commented on this section indicated that
the process for restricting an individual’ s access to service records should be
clarified and expanded. Several respondents suggested specific changes to
the proposed process, including a mechanism for review or challenge when
accessto aservicerecord is denied. One respondent recommended that the
regulation “recite those Code provisions on limitation of accessin the body
of the document.”

Point 5:

One respondent was concerned about the implications of allowing
individuals the right to see and correct service records. Another respondent
opined that theterminology “...not pertinent, not timely or not
necessary...” may be subject to dispute. (This respondent offered no
suggestions for clarification.) There were several specific suggestions for

Theterm “service record” is defined in the definitions section
(12 VAC 35-115-30) of thisregulation. DMHMRSAS does
not agree additional guidance is needed.

Point 4:

In response to comments, a new Point 5 has been added to this
item (and the remaining points re-numbered) which describes
the provider’ s duties when an individual’ s access to his service
record isdenied. This provision also describes the basis upon
which an individual may appeal to the LHRC and SHRC.
There are also requirements for documentation by the
provider. Therelevant Code citations are not recited as part
of thisprovision. Guidance will be available from
DMHMRSAS.

Point 5: (re-numbered 6. in draft final regulation)

In response to comments one change was made to (a) of this
provision to clarify record-keeping requirements.
DMHMRSAS has determined that this provision conforms to
the relevant federal requirements at 42 CFR Part |1 and §
32.1-127.1:03.F of the Code of Virginia. The Code of
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Item B (cont.) clarifying the documentation and record-keeping requirementsin (a). There | Virginia provides authority for providers to refuse access to
were five respondents who commented that this section should be re-worked | services records under specific circumstances to the individual
in accordance with 42 CFR Part I1. or anyone who is authorized to act on his behalf.

DMHMRSAS has not made any additional changeto this

There was one respondent who recommended adding the following: “The provision in response to comments.
advocate shall be notified and, upon request, the provider shall disclose the
record to the individual’ s authorized representative and/or alawyer,
physician or psychologist designated by the individual or his authorized
representative.” There was another respondent who suggested adding
specific conditions for denying accessto aservicerecord. Another
respondent suggested add a provision that access to a service records should
not be denied if the purpose of the denial isto prevent him from filing a
complaint with the protection and advocacy agency, LHRC or the I nspector
General.

m [temC Several respondents objected to the requirement that a physician or a Thisprovision is consistent with §32.1-127.1:03. F., of the

licensed psychol ogist must determine whether an individual’ s access to his
service record may be denied. One respondent suggested including right of
theindividual to a second opinion. There were also commentsthat the
language at Code of Virginia §32.1-127.1:03 should be included and the
distinction should be made for MH, MR and SAS populationsin this
provision. One respondent suggested clarifying that documentation of any
decision to deny accessto the service record shall become a permanent part
of the individual’s record.

Code of Virginia, which requires that an attending physician or
alicensed psychologist to determine whether copies of a
service record may be furnished to an individual, upon request.
DMHMRSAS does not agreethat it is necessary to restate this
Code provisioninitsentirety or that changes should be made
to distinguish service populations. It was determined that this
provision was clear as stated and no changes have been made.
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12 VAC 35-115-100 Restrictions on the Freedoms of Everyday Life

B Format Note

This regulation has been reformatted to divide Section 12 VAC 35-115-100,
asdrafted in theinitial proposed regulation, into two sections as follows: 12
VAC 35-115-100 “Restrictions on Everyday Life” and 12 VAC 35-115-110
“Use of Seclusion, Restraint and Time Out.” Some provisions that were part
of theinitial proposed Section 12 VAC 35-115-100 have been relocated and
revised in the new Section 12 VAC 35-115-110. The remaining sections of
the regulation have been re-numbered in the final draft.

B Genera Comment

Several respondents suggested specific revisionsto this section to enable
conformance with new federal requirements for seclusion and restraint and
to clarify the provisions. One respondent recommended defining the term
“qualified professional” which is used in this section.

Several respondents stated that different regul ations should be developed for
persons with mental illness and mental retardation, particularly in regard to
12 VAC 35-115-100 “Restrictions on Freedom of Everyday Life.”

DMHMRSAS has made format revisions to this part of the
regulation which should help to clarify the provisions. In
response to comments, this section has been re-focused to
encompass general provisions for restrictions on the freedoms
of everyday life. A new section, 12 VAC 37-115-110 “Use of
Seclusion, Restraint, and Time Out,” has been developed that
provides specific provisions for seclusion, restraint and time
out consistent with sound therapeutic practices and legal
requirements. Theterm “qualified professional” has not been
defined in this section because the definition would differ
depending on the services setting and the type of restriction.
The regulation defersto the highest standard governing each
provider.

DMHMRSAS does not agree that separate regulations are
needed for different service populations or disability groups.
The human rights protections afforded by this regulation
should be applied equally to all individuals receiving services
in programs licensed, funded or operated by DMHMRSAS.
The regulations provide that variances may be granted on a
case-by-case basisif individual circumstances warrant. No
change has been made in response to this comment.
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Section Comment Response
H |temA One respondent opined that consideration should be given to serving DMHMRSAS generally agrees with the respondents and has
individualsin the least restrictive environment before imposing physical or made relevant changesto this regulation. (See new section 12
chemical restraints. One respondent stated that the provisions for seclusion | VAC 37-115-110, “Use of Seclusion, Restraint, and Time
and restraint in this section should be revised to be consistent with good Out.”) Specific references to seclusion and restraint have been
professional practices and federal requirements. eliminated from the provisionsin this section and re-written in
the new section 12 VAC 37-115-110.
Point 1: Point 1:
Several respondents questioned whether this provision implies that This provision, as written, means that restrictions can never be
restrictions are unnecessary. Other respondents questioned whether this used when they are unnecessary. The provisionsfor restriction
provision appliesto children. One respondent suggested adding specific are broad and are intended to cover all types of restrictions,
reguirements for accommodations according to the Americans with including restrictions that may be imposed on children.
DisabilitiesActin (d).
Point 2: Point 2:
One respondent propose changing the provision to “Receive services ... of DMHMRSAS does not agree that this changeis necessary.
his freedom and ability to obtain equal accessto services.”
Point 3: Point 3:
Several respondents suggested listing all types of restraintsin this provision. | As discussed previously, this section has been re-focused and
There were concerns expressed that this statement does not make clear specific provisions for seclusion and restraint are provided at
whether all restrictions are prohibited or whether it means that unnecessary 12 VAC 37-115-110. The definition of restraint is now far
use of restrictions are prohibited. more detailed and includes both types and purposes of
restraints. Therefore, this provision has been deleted from this
section.
H [temB One respondent expressed concern that restrictions may be used DMHMRSAS agrees with this respondent that restrictions
m [temC indiscriminately, sometimes as reprisals for assertive behaviors. Therefore, should never be used for reprisal and has built safeguards into

individuals should have the opportunity to report to the advocate regarding
his perceptions of the circumstances surrounding restrictions. One
respondent opined that the section was confusing and should be re-
formatted.

thisregulation. (See 12 VAC 35-115-110.B.1) This
regulation also allowsindividual to have unrestricted access to
advocates. All of the provisionsrelated to seclusion and
restraint have been omitted from this section. Some revisions
have been made to the remaining provisionsin this section for
clarity and consistency.
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H |temB DMHMRSAS has considered all of the comments that were
m [tem C (cont.) With the exception of the above, nearly all of the other comments received received regarding the provisions for seclusion and restraint in

about Items A and B pertained to provisions for seclusion, restraint and time

out.

Thefollowing isasummary of the substantive comments received from
respondents regarding provisions for seclusion, restraint and time out:

The criteriafor removal should be specifically documented when
authorization for seclusion, restraint or time out isgiven

Programmatic use of restraint should be permitted, particularly in
training centers. Restraint should be permitted as part of an
approved behavior treatment plan. The LHRC should not be
required to approve behavioral treatment plans prior to
implementation of seclusion, restraint or time out

Distinguish “protective devices’ from restraint. Should refer to
these devices as “ supports.” The criteriafor restraint should not
apply to “protective devices’

Standards for time limits and environmental conditions for use with
restraint and time out should be explicit. Time out should not
restrict movement.

Requirements for the frequency and type of the staff observation
required for individuals placed in seclusion or restraint should be
reasonabl e and specific.

The regulation should allow “locked time out” when is used as part
of aapproved treatment plan for individualsin ICF-MR facilities.
Thisis consistent with HCFA regulations.

Provisions should clarify what is meant by the term “ qualified
professional.” Professionals should not have overly broad powers.

formulating the new section 12 VAC 37-115-110. The
revised section:

Requires seclusion or restraint to end when the
established criteriafor removal are met

Specifies time limits for episodes of seclusion and
restraint which are to be documented in written
orders. Authorization for seclusion or restraint
procedures may not be given on an “as needed” basis.

Establishes specific requirements for provider
monitoring and observing individuals placed in
seclusion or restraint

Requires providers to develop written policies,
consistent with federal and state statutes and
regulations, sound therapeutic practice etc., for
seclusion and restraint. Such palicies shall be
submitted for review and comment by the LHRC
before they are implemented, changed or upon the
request of the advocate or SHRC.

Allows providersto use isolated time out, as defined
by HCFA, at certified ICF-MR facilities

Allows the emergency use of seclusion and restraint
under specific conditions

Establishes provisions for using restraint or seclusion
as part of a behavior treatment plan under certain
conditions
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H |temB B Theapproval of behavioral treatment plans by an external review B Establishes provisionsfor use of restraint when
m [tem C (cont.) committee and the LHRC before implementation is unrealistic. The determined necessary by a qualified professional for

time required for itsreview and the LHRC review islikely to
prevent the provision of treatment in atimely manner and
discourage the development of behavioral treatment plansin favor
of the use of emergency policies and procedures.

“effective treatment of the individual or to protect
him or others from personal harm, injury or death.”

12 VAC 35-115-110 Work (Re-numbered 12 VAC 35-115-120 in the final draft regulation)

B General Comment | Onerespondent commented that this section “...isan important step forward | DMHMRSAS appreciates this acknowledgement. No change
in recognition of the importance of meaningful activitiesand isto be IS necessary in response to this comment.
commended.”

H [temA One respondent questioned whether the provisionsin this section conflict In response to the comments and concerns that have been
with certain service programs that require employment, when appropriate, expressed, this provision has been clarified to state that
within a specified time period or require residents to share in housekeeping “Individuals have aright to engage or not to engage in work or
duties of the facility through assigned chores and duties. One respondent work related activities consistent with their service needs...”
suggested revising thisstatement asfollows: “...while receiving services,
consistent with the individual’s service needs.” There was also a suggestion
to define “therapeutic work.”

H |temB Point 1: Point 1:

There were comments that this provision should include areference to child
labor laws.

Providers must comply with all applicable federal and state
laws.
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Item B (cont.)

Poaint 4:

Several respondents suggested inserting revisions to ensure that access to
services or housing would not be denied because an individual refuse to
perform work or personal maintenance. One respondent questioned whether
this provision was consistent with licensing requirements for providers.

Point 5:

One respondent opined that this provision is burdensome. Providers should
not be required to give the rules and regulations to individuals receiving
services.

Point 6:

One respondent commented that this provision conflicts with garnishment
laws. Several respondents were concerned that this provision may adversely
affect some individualsin substance abuse programs because traditional
funding streams are frequently not available for these services.

Point 7:

There were several comments that this point should address piece-rate-
wages as related to certification by the U.S. Department of Labor. Other
respondents suggested including a statement requiring avocational
environment to be consistent with theindividual’s physical, mental,
emotional and physical needs. It was also suggested that signed consent
should be required.

Point 4:

DMHMRSAS does not agree that additional clarification is
needed. It has been determined that this provision is consistent
with licensing requirements. In order to clarify the intent and
to be consistent with formatting, this provision was rel ocated
to anew Item C in this section “ Exception to the provider’s
duties.” Theremaining provisionsin the section have been re-
numbered.

Point 5:
DMHMRSAS does not agree with this comment.

Point 6:

To be consistent with garnishment laws, changes have been
made to state that providers shall not deduct the cost of
services from wages unless ordered to do so by a court.
DMHMRSAS does not agree that changes are necessary to
address other comments.

Point 7:

In response to comments, provisions were inserted to require
the purchase or selling of goods to be consistent with U.S.
Department of Labor standards. Other changes suggested by
respondents are addressed elsewhere in this regulation.

12 VAC 35-115-120 Research (Re-numbered 12 VAC 35-115-130 in the final draft regulat

ion)

Item A

Several respondents recommended inserting areference to statutes and
discussion of requirements for “informed consent” in this provision.

DMHMRSAS does not agree that such changes are needed in
Item A because they are addressed elsewherein this
regulation.
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Iltem B

Point 1:

Several respondents suggested omitting the reference to legally authorized
representative (LAR) in this provision. It was commented that no third party
should be permitted to give consent for experimental treatment or research.
One respondent indicated that reference should be made to requirements for
“informed consent.”

Point 3:

One respondent suggested inserting provisions requiring consultation with
any “human research committee” and the LHRC prior to participating in
human research. Another respondent indicated that this provision should be
more specific regarding meaning and intent.

Point 4:
One respondent was concerned that this provision may result in problems
with confidentiality.

Additional Considerations:

Several respondents suggested adding provisions prohibiting the use of
placebosif there isapossibility that the individual may cease to be treated or
be put in danger.

Point 1:

DMHMRSAS does not agree with the comments. Under the
principles of equal protection, this regulation cannot lawfully
prohibit a LAR from consenting on behalf of the individual.
Provisions for “informed consent” are addressed in other parts
of thisregulation.

Point 3:

In response to comments, provisions were inserted to require
consultation with an Institutional Review Board (IRB) or
research review committee. In Point 4, provisions have also
be revised to require permission to be obtained from the
LHRC. DMHMRSAS does not agree that other changes are
needed.

Point 4:

DMHMRSAS does not agree. Thisis designed to provide
maximum protections for the individual. (See previous
comment.)

Additional Considerations:

DMHMRSAS does not agree that specific provisions
regarding the use of placebos should beinserted in this
provision. Thisregulation provides the necessary protections
for individuals who participate in research.

12 VAC 35-115-130 Complaint and Fair Hearing (Re-numbered 12 VAC 35-115-140 in the final draft regulation)

General Comment

One respondent commented that individual s should be informed of the
implications of initiating aformal complaint process and be required to sign a
form to acknowledge that personal information might be disseminated to
investigators and LHRCs.

No change has been made in response to comments.
DMHMRSAS has determined that adequate protections for
confidentiality are afforded by thisregulation and it is not
necessary to obtain a consent form, as suggested.
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H |temA Several respondents indicated that it is not clear who may initiate a In response to comments changes have been made to clarify
complaint. One respondent submitted are-write of this Item to provide a Item A. Provisions have been inserted to specify that the
“heads up” asto who can initiate the complaint process and provide other individual or anyone else may file acomplaint on his behalf
clarifications. Another respondent indicated that this complaint processwas | and they may use this or any other processto complain. Itis
too complex. One respondent suggested inserting provisions to state that also stated that they have the right to complain to the
individuals have aright to complain under any other applicable law, Protection and Advocacy Agency.
including right to complain to the Department for Rights of Virginians with
Disabilities under the Protection and Advocacy for Developmentally
Disabled Act, and Protection and Advocacy for Mentally Il Individuals
Act.”

H ItemB Two respondents recommended adding requirements for providersto assist | In response to comments changes have been inserted to require

theindividual to understand the complaint process, including options for
resolution and elements of confidentiality. One respondent recommended
requiring individuals to be advised of the services available from DRVD.
One respondent commented that findings regarding complaint resolution
should be noted in patient records.

individuals to be advised of the complaint process, including
options for resolution and elements of confidentiality.
DMHMRSAS believesthat it is not necessary for findingsto
become a part of the individual’s servicesrecord. The other
issues are addressed in other parts of thisregulation.

Part IV Complaint Resolution, Hearing, and Appeal Procedures
12 VAC 35-115-140 General Provisons (Re-numbered 12 VAC 35-115-150 in the final draft regulation)

B Format Note

Part IV of theinitial proposed regulation has been revised and reformatted to
clarify complaint resolution and appeals procedures. The first three sections
in Part 1V of thefinal draft regulations are asfollows: 12 VAC 35-115-150
“General Provisions,” 12 VAC 115-160 Informa Complaint Process (new),
and 12 VAC 115170 “Formal Complaint Resolution Process (which isthe
former Section 12 VAC 35-115-150 “Informa Complaint Resolution,” in
theinitial proposed regulation).

This comment summary and responses correspond to the numbering scheme
of theinitial proposed draft regulation (i.e. former “ General Provisions’
Section 12 VAC 35-115-140 and former “Informal Complaint Resolution,”
Section 12 VAC 35-115-150).
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B General Comment | Onerespondent commented that the regulations should address the State DMHMRSAS does not agree that the State

Long-term Care Ombudsmen'’s role in the complaint resolution process. Long-term Care Ombudsmen’s role should be specifically
addressed in thisregulation. The regulation providesthat
individuals may have others assist them in the process, and this
would include the Ombudsman..

There were also several comments which indicated that the appeal s process In response to comments, this section has been revised to

that is presented in the proposed regulation is difficult to understand improve clarity and specificity of the process. A new section
12 VAC 35-115-160 has been inserted which provides for an
“Informal Complaint Process’ This new section is followed by
12 VAC 35-115-170 (formerly 12 VAC 115-150) which has
be revised and re-named “ Formal Complaint Resolution
Process.” Thiswill serveto simplify and clarify the
procedures.

H [temA Several respondents indicated that the parties to a complaint and appeal and | This provision clearly states that partiesto acomplaint are the
who may represent them are not clear and appear inconsistent with other individual and the director. In response to comments, the
parts of the regulation. There was a suggestion that other types of grievance | provision has been changed to clarify that parties may be
proceduresshould be encouraged as an alternative to the formal or informal represented by anyone else during complaint resolution.
complaint process. Another respondent suggested that clarification be DMHMRSAS does not agree that other provisions should be
provided to indicate which LHRC should represent an individual receiving inserted.
services from a*multi-jurisdictional provider.”

H |temB One respondent suggested including a discussion of “third party information | DMHMRSAS does not agree that a discussion of information
flow” (i.e. DMHMRSASto DRVD) in this provision. One respondent flow isrelevant and has not inserted such adiscussion in this
suggested several non-substantive wording revisions. There was also a provision. This provision reflects relevant requirements of
comment that human rights complaint hearings should be open to the public | Virginia's Freedom of Information Act. No changes have
at the request of the consumer. been made in response to comments.

m |temD There were several comments generally recommending that any party should | DMHMRSAS agrees and has made changes as suggested.

be able to seek extensions of time for good cause.
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Item E One respondent opined that it was unreasonabl e to mandate | oss of a DMHMRSAS agrees and has made changesto allow time
seriously mentally disabled person’s rights when there may be extenuating extensions to be granted to timeframes for any party when
circumstances. Several other respondents were concerned that time there are extenuating circumstances.
extensions were not allowed for extenuating circumstances.

Item F One respondent recommended changing this provision to expand the DMHMRSAS has reconsidered this provision in light of the
authority of the LHRC to allow its review of policies, procedures or comment and has determined that it is not relevant to the
practicesin connection with an appeal or hearing. hearing or appeal procedures which are set forth in this

section. Therefore, Item F has been deleted from this section
and relocated to 12 VAC 35-115-220.E. (The remaining
provisions are re-numbered.)

Item G One respondent suggested adding provisions for notifying appropriate No change has been made; these notifications are mandated by
authorities, including, DSS, DRVD and law enforcement, should they other statelaws. Also, such entities should already be
discover violations of Code of Virginia §18.2-369. involved in the proceedings.

Item | There was one suggestion that an independent decision-maker is needed to DMHMRSAS does not agree and has not made the indicated

resolve disagreement between the Commissioner and the LHRC and SHRC
hearing when the Commissioner overrides the findings of the LHRC and
SHRC.

changes.
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12 VAC 35-115-150 Informal Complaint Resolution (Re-numbered 12 VAC 35-115-170 and Re-Named Formal Complaint Resolution Process in
the final draft regulation)

New 12 VAC 35-115-160 “Informal Complaint Process’ has been inserted in draft final regulation prior to this section.

H  PatA It was commented that the processistoo formal. Resolution should be Asdiscussed above, DMHMRSAS isreceptive to the
encouraged at the lowest level. At least nine respondents generally indicated | respondents concerns and has revised this part of the
that it is not clear who can initiate the complaint and who can request an regulation to include an “Informal Complaint Process” at 12
investigation of alleged rights violations. Several respondents suggested VAC-115-160 and a “Forma Complaint Resolution Process’
specific changes to the process for clarity. One respondent recommended at 12 VAG 115-170. Thisshould help to clarify the provisions
substitution of the term “complainant” for “individual” and replace the for complaint resolution and address most of the respondents
reference to “advocate” in this part of the regulation with “human rights concerns about the process. Changes to terminology have
advocate.” been made when appropriate throughout this part of the
regulation. However, DMHMRSAS does not agree to
One respondent indicated that the provision should state that any person substitute the term “ conplainant” for “individual” asthis
having probable cause to suspect abuse and neglect may simultaneously would not be consistent with the general usagein this
report it to the external protection and advocacy agency, and shall be regulation.
protected from retaliation for his disclosure.
DMHMRSAS has not included changes to incorporate
reporting to the protection and advocacy agency. Thisis
covered in other parts of this regulation.
H |temB One respondent questioned whether the director is responsible for the DMHMRSAS has clarified this provision in response to the
informal compliant resolution processor it isthe intent for the advocate to comment.
handle this process. It was suggested that this provision be clarified.
m [temC Four respondents expressed concern about the timeframe. One respondent DMHMRSAS does not agree that the proposed timeframe for

suggested that there should be a basis for extension under certain
circumstances. One respondent indicated that the notice from the director
should include the individual’ sright to appeal to the LHRC.

adecision and action plan is unreasonable and has not made
changes in response to the comment. The advocateis
responsible for making the notification of right to appeal;
therefore, DMHMRSAS does not agree that it is necessary to
reguire the Director to notify theindividual.
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®m |temD One respondent commented that this provision should not require awritten DMHMRSAS does not agree with the comments and has not
response from the individual. Several respondents questioned whether the made changesto this provision.
timeframe is sufficient for a response.
m [temE This step should be eliminated because it unnecessarily extends the DMHMRSAS does not agree with the respondent.

timelines.

12 VAC 35-115-160
regulation)

Local Human Rights Committee Hearing and Review Procedures

(Re-numbered12 VAC 35-115-180 in the proposed final

B General Comment

One respondent recommended using the term “formal” to modify “hearing”
throughout this part of the regulation and to substitute the term
“complainant” for “individual .”

DMHMRSAS does not agree with the respondent. This
section refers to LHRC hearings and thisreference has been
inserted when appropriate. DMHMRSAS does not agree to
substitute the term “complainant” for “individual” asthis
would not be consistent with the general usagein this
regulation.

H |temA

Several comments recommended changesto allow any person who is not
satisfied with the Director’ s decision to file an appeal with the LHRC. The
respondent also suggested provisions for participation by Inspector General
(1G) inthe LHRC hearing process. Several comments noted that alegally
authorized representative has authority to represent an individual in LHRC
proceedings.

A referenceto theindividual’s legally authorized
representative has been inserted in this provision. Only the
individual or hislegally authorized representative are parties
with standing to file an appeal to the LHRC. DMHMRSAS
does not agree that I nspector General should beincluded in
thisinternal process of appeal to an LHRC. Therefore,
changes have not been made in response to these comments.

H |temB

One respondent recommended inserting a statement that individuals may
complain directly to the LHRC without first seeking informal resolution.
Several respondents recommended increasing the timeframes for action.

DMHMRSAS has not revised thisprovision. DMHMRSAS
does not agree that the timeframes are unreasonable. Any
party to such proceedings may request an extension of time
(see 12 VAC 35-115-150(D)).
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H |temC It was recommended that the Inspector General should receive copies of al Petitions are avail abl e to the Inspector General upon request.
petitions. One respondent was concerned that it is aviolation of The requirementsin this provision are lawful and do not
confidentiality to copy the petition to the provider’s governing body. congtitute aviolation of confidentiality requirements.

m |temD One respondent suggested extending the timeframe. After taking into consideration all comments concerning time
frames DMHMRSAS has determined that the timeframes
balance the rights of individuals with the duties of the
providers and, therefore, has not made changes.

m [temE Several respondents indicated that the statement (2) should be revised as DMHMRSAS agreeswith the suggested revision and has

follows: changed the statement accordingly.
The director or his chosen representative shodld- shall attend the hearing.
Theindividual making the complaint and/or his chosen representative shall
attend the hearing. H-thisisnotpossiblethe individual schosen
One respondent opined that the timeframe was too short. No change was made to the proposed timeframe.
m |tem G One respondent recommended requiring the written document to statethat | DMHMRSAS does not agree that the changes are necessary to
theindividual hastheright to appeal the either the LHRC decision and/or this provision.
the Director’s Plan. One respondent opined that the timeframe was too
short.
® |temH Three respondentsindicated that the timeframes were too short. One DMHMRSAS does not agree with the comments and has not

respondent was concerned that needed treatment or medication may be
delayed if the individual appeals an action plan and it is not implemented
pending resol ution of an objection.

made changes. Parties may request an extension of time under
thisregulation
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12 VAC 35-115-170 Special Proceduresfor Emergency Hearings by the LHRC (Re-numbered 12 VAC 35-115-190 in the proposed final

regulation)

B General Comment

One respondent was concerned that seriousincidents are often mattersfor
police investigation which are initiated directly by program directors. This
respondent questioned the basis for LHRC involvement in matters requiring
police investigation.

DMHMRSAS does not agree with the comments and has not
made changes. The LHRC hearing processis not intended to
address criminal matters requiring immediate action by law
enforcement officials.

H [temA Several respondents believe that timeframes should be expedited. Another DMHMRSAS believes that the timeframes and process for
respondent suggested that an “ emergency response human rights committee | emergency hearings are reasonable. Changes have been made
should be formed to deal with such matters. Two respondents suggested that | to indicate that the individual and and/or legally authorized
the individual and and/or legally authorized representative should be notified | representative may attend the hearing.
and expected to be present at hearings.

m ItemB One respondent indicated that the Inspector General should belisted inthis | The notification requirementsin this provision are lawful and
provision. Another respondent indicated concern that this provision violates | do not constitute aviolation of confidentiality requirements.
confidentiality. Thisinformation will be available to the Inspector General

upon request. No change has been made to this provision.

H ltemE One respondent suggested inserting a requirement that no action shall be DMHMRSAS does not agree and has not made changesto this

taken while an appeal is made.

provision. The provider will be responsible for rectifying the
situation if the appeal is successful.

12 VAC 35-115-180 Special Proceduresfor LHRC Reviews Involving Consent  (Re-numbered 12 VAC 35-115-200 in the proposed final

regulation)
m  Genera Several respondents indicated that this section should be clarified asto DMHMRSAS has revised the definition of consent in this
Comments provisions for “consent” versus “informed consent.” regulation to clearly distinguish what is meant by the term

“informed consent” and when “informed consent” is required.
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H |temA One respondent indicated that this provision is not consistent with the Health | DMHMRSA'S does not agree with the comments and has not
Care Decisions Act. Another respondent recommended changing the revised this provision. This part of the regulation is consistent
provision to state that if an individual objects to participation in research, it with the applicabl e statutory requirements and relevant
should not continue even if the authorized representative gives consent. provisions of the Health Care Decisions Act. The Code
There was also a comment that no action should be taken whilethe LHRC citation has been corrected.
decides whether consent is required. One respondent noted that the Code
cited should be corrected to § 54.1-2969(E.)
H |temB
One respondent recommended requiring that the LHRC have a personal DMHMRSA S does not agree that a personal interview is
interview with the objecting individual. necessary in every case. Thisdoes not preclude the LHRC
meeting with individual s whenever they deem it appropriate.
The provision has been revised to clarify that objection
concerns the determination of capacity.
m ItemC Point 1: Point 1:

Two respondents suggested revising this provision to indicate that, if the
individual files an appeal, then research or treatment shall be suspended.

Point 2:

One respondent indicated that the term “immediately” is inappropriate. It is
not advisable to discontinue some medications immediately. Another
respondent indicated that this provision violates federal law because a
director cannot continue research without the individual’ sinformed consent.

DMHMRSAS does not agree with recommendations that
research should be suspended if an individual notes an appeal.

Point 2:

DMHMRSAS agrees that changes are needed in this provision.
Theword “immediately” has been removed, and the phrase
“take immediate steps” is now used

55




Summary of Public Comments: Rulesand Regulationsto Assurethe Rights of Individuals Receiving Services From Providers of Mental
Health, Mental Retardation and Substance Abuse Srvices 12 VAC 35-115-10 et seq.

Section Comment Response
12 VAC 35-115-190 State Human Rights Committee Appeals Procedures (Re-numbered 12 VAC 35-115-210 in the proposed final
regulation)
B Generd One respondent suggested devel opment of emergency proceduresfor SHRC | DMHMRSAS does not agree that such changes are needed.
Comments appeals. Another respondent indicated that timeframes should be clarified. Emergency cases are heard by the LHRC, not the SHRC. The
SHRC is available to hear appeals of emergency proceedings
in an expedient manner.
H [temB One respondent suggested revising the provision to state that the appeal DMHMRSAS does not agree that changes are necessary in
“...shall befiled in writing, addressed to the Chair, SHRC, within 10 response to comments.
working days...” One respondent indicated that timeframes should be
extended. A nother respondent indicated that timeframes should be reduced.
Point 4: Point 4:
One respondent was opined that that the governing body of a provider Because the provider is responsible to a governing body or
should not be involved in the appeal s process. board, it is appropriate for such bodies to have authority in
matters that affect the provider’ s operation and performance.
DMHMRSA S does not agree with the respondent.
m [temC One respondent believes that the timeframe should be extended. After consideration of all timeframes, DMHMRSAS believes
that this timeframe is reasonable and has not made changes.
® |temD One respondent suggested that copies of the record should be sent to the DMHMRSAS does not agree that this change is necessary
individual or his alternative decision maker. because the individual or his decision-maker are routinely
copied on all material. The advocate, individual and the legally
authorized representative should, therefore, already have this
information. Non-substantive changes have been made to this
provision for clarity and to provide additional detail.
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H ltemE One respondent questioned the rationale for allowing the SHRC alonger DMHMRSAS believesthat, because the SHRC is a statewide
timeframe to compl ete an appeal proceeding than the LHRC. The body consisting of members who reside throughout Virginia, it
regulations require the LHRC to issue a decision within 10 working days of may be difficult for these members to collaborate to compose
the receipt of arequest for an appeal whereas the SHRC has 20 working to thereport. In contrast, the LHRC is comprised of persons
issue areport following an appea hearing. from asingle region of the state. Therefore, the timeframes
provided in the regulation, which give more time to the SHRC,
Another respondent questioned whether the SHRC is bound by the LHRC's | arereasonable. The SHRC hearing is based on a de novo
findings of fact given that they can decide that the LHRC’ sfindings are review. No new evidence may be allowed. The SHRC must
clearly wrong. Several respondents commented that new evidence should be | consider the same evidence that was reviewed by the SHRC
allowed. and consider the LHRC' sfindings. However, it may reach a
different conclusion. No changeis has been made in response
to the comments.
m |temG Several respondents recommended that separate regulations be developed for | DMHMRSAS does not agree. Thisregulation isintended to
CSBsand state facilities. apply to all providers.
m teml It was suggested that there should be a means of overriding the DMHMRSAS does not agree with the respondents. The
Commissioner’s action plan. One respondent suggested adding provisionsto | Commissioner’s action plan may be reviewed but not
suspend the prescribed action when Commissioner’ s action is found to be superseded or suspended by the SHRC.
incompatible with the purpose of the regulation.
Part V

12 VAC 35-115-200 Variances (Re-numbered 12 VAC 35-115-210 in the proposed final regulation)

B Genera
Comments

Several respondents suggested adding provisions to this section to require
that variances shall be approved only for particular cases, with time limits
and other conditions for duration, and for the circumstances that will end
their applicability.

A number of respondents indicated that provisions should be added to allow
avarianceto be granted when it can be shown that it is needed to prevent
harm from occurring. The approval of avariance should be contingent upon
compliance with sound therapeutic standards of care and treatment.

DMHMRSAS generally agrees with the respondents. Changes
have been made to this section of the regulation to address the
concerns.
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Section Comment Response
H |temB One respondent indicated that an individual or hislegally authorized This provision allows a provider to seek avariance from the
representative should be able to apply for avariance. human right protections afforded to individuals by this
regulation. No change has been made in response to this
comment.
m |temC Point 1: Point 1:
Two respondents suggested defining the term “ampletime.” Another DMHMRSAS does not agree that “ample time” should be
respondent questioned whether the LHRC has the option not to permit defined because it may differ, depending on individual
additional information. circumstances. Under this provision, the LHRC isrequired to
accept additional information regarding the application for
variance.
Poaint 2: Point 2:
Two respondents questioned whether the regulation describes the basis upon | The basis for granting variancesis stated in 12 VAC 35-115
which avariance may be granted. One respondent indicated that approval 220.A. No change has been made in response to the
should be contingent upon compliance with sound therapeutic standards of comments.
care and treatment
m |tem G One respondent suggested adding the phrase “...and shall be implemented DMHMRSAS does not agree with this respondent. Variances

until further notice.”

must be approved with established time limits according to
provisionsin this part of the regulation.

Part VI Reporting Requirements

12 VAC 35-115-210 Reporting Requirements for Providers Changed to: 12 VAC 35-115-230 Requirementsfor Providers Reporting to the
Department in the proposed final regulation)

Generad
Comments

One respondent commended the regul ation for expanding the individual
protectionsin relation to abuse, neglect and exploitation. Another
respondent stated that this part of the regulation was generally confusing
because of problems inherent in developing a single regulation to cover both
DMHMRSAS facilities and private providers. Several other responses
expressed concern that the reporting requirements are duplicative and
burdensome for CSBs and others.

DMHMRSAS does not agree with this respondent that this
regulation is unduly confusing because it regulates both public
and private providers. Thisregulation isintended to ensure
that individuals will be afforded the same human right
protectionsin any facility operated, funded or licensed by
DMHMRSAS. However, DMHMRSAS agrees that the intent
of this section was somewhat unclear and hasmade
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Comment

Response

General Comments
(cont.)

There was one suggestion to insert provisionsto ensure that providers will
comply with any reporting regquirements of the Joint Commission on
Accrediting Health Care Organizations, HCFA, and the Department of
Justice Civil Rights Division.

several non-substantive changes and has re-organized some
provisionsin order to improve the clarity. The section hasalso
been renamed “ Requirements for reporting to the department”
in order to focus the intent.

Reporting requirements have been streamlined so that they are
consistent with statute and not unduly burdensome.

DMHMRSAS does hot agree that the suggested additional
provisions are needed. Thisisbeyond the scope of this
regulation.

B [temA

Point 1:

Two respondents stated that the term “exploitation” should be inserted in the
provision. There were also commentsthat this section should reference state
and federal statutes although specific statutes were not identified.

Point 2:

One respondent suggesting changing this provision to “next working day.”
There was also acomment to require that certain facilities to report to the
Office of Licensing.

Point 3:

One respondent indicated that timeframes are too short. Therewasalso a
suggestion to insert “ or investigating authority.” One respondent indicated
that the report or documentation should be distributed to the OA G whenever
itisfurnished to third parties.

Point 4, Point 5:

There were anumber of comments suggesting changesto clarify who is
responsible reporting and to identify individuals or entities that should
receive the report. There was also a suggestion that Virginia Code § 18.2-
369 should be cited in this section.

Point 1:

DMHMRSAS does not agree that changes are needed in
response to comments. Even though exploitation is defined in
thisregulation, it is considered to be aform of abuse.

Point 2:
DMHMRSAS does not agree that changes should be made to
this provision.

Point 3:

In response to comments the provision has been revised to
indicate that the “investigating authority” shall provide the
report. Other changes have been made for clarity and
consistency. DMHMRSAS does not agree that additional
changes are needed.

Point 4, Point 5:

These sections have been revised and re-organized to clarify
specific reporting requirements consistent with the scope of

this section of the regulation. DMHMRSAS does not agree
that it is necessary to cite statutory provisions.
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Section Comment Response

H |temB Point 1: Point 1:
There was a suggestion that the statement be changed to include: “...report | DMHMRSAS does not agree that the change is necessary.
immediately to the department and the |G” Reports are provided to the Inspector General.
Point 2: Point 2:
There was a suggestion that a report should be made to alternative decision The provision has been revised as include a requirement that
makers prior to providing it to any third parties. One respondent suggested deaths are reported to alegally authorized representative
that the provision be revised to require reporting within 24 hours of within 24 hours of occurrence, if applicable. DMHMRSAS
becoming aware of the death. Other respondents indicated that the 24 hour does not agree that other suggested revisions are necessary.
period was “not acceptable.” One respondent suggested the addition of
provisions requiring deaths to be reported to DRVD.
Poaint 3: Point 3:
One respondent indicated that the provider does not always discover serious | DMHMRSAS does not agree that changes are needed in
injuries within 24 hours. The respondent also questioned what ismeant by a | response to the comments. This provision requiresthat the
seriousinjury. There was also a suggestion that the cause of the injury/death | provider describe the “nature,” “treatment” and
should be reported. “circumstances” of injuries/deaths.
Point 4, Point 5: Point 4, Point 5:
There were suggestions to include provisions to require reports to be made to | This section now concerns reportingto DMHMRSAS, only.
DRVD and to law enforcement entities, when appropriate. Therefore, Points 4 and 5 have been deleted because they are

not consistent with the revised scope of this section of the
regulation.
H |temC There were anumber of respondents who were concerned that this Item This part of the regulation has been revised and clarified to

requires reporting for incidents of “protectiverestraints.” Generally the
respondents opined that this was unnecessarily burdensome. One respondent
indicated that the reporting requirements for state operated facilities go
beyond what is required by the applicable operating instructions that have
been issued by the Commissioner. One respondent indicated that “ staff
holds” are probably too routine to justify reporting to the Department.

Concern was also expressed that providers are required to file reports with
the DMHMRSAS Quality Manager. General concern was expressed that
this reporting was onerous.

require directors of services licensed or funded by the
DMHMRSAS to compile monthly, and submit a single report
on an annual basis, each incident of physical restraint,
mechanical restraint, pharmacological restraint and seclusion,
unless requested more frequently by the Department (see
definition of restraint, seclusion). Facilities that are operated
by DMHMRSAS are required to report in accordance with the
applicable operating instructions issued by the Commissioner.
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Section Comment Response

Item C (cont.) One respondent indicated that reports should be required immediately rather | Specific requirements for reports to the DMHMRSAS Quiality
than within 24 hours of occurrence when an instance of seclusion or restraint | Manager have been eliminated. As suggested, provisions have
does not comply with thisregulation. Another respondent suggested that been included to require reports to be filed with legally
instances of non-complying use of seclusion or restraint should be reported authorized representatives, as appropriate, when thereis an
by the next working day following discovery. incident of seclusion or restraint that does not comply with the

regulation or that resultsin an injury. No change has been
made to the timeframe in response to the comments.

® [temD There was a suggestion that the first statement should include “ as per DMHMRSAS has determined that no change is necessary in
Federal and State Statutes.” response to the comments.

Several respondents were concerned that the reporting requirements were
overly burdensome.

m |temF DMHMRSAS has been advised that this section does not
comply with recent legislative changes. Therefore, this
provision has been deleted and the remaining provisions have
been re-numbered.

m [temG One respondent suggested that the phrase “ upon request” should be deleted. | DMHMRSAS does not agree that the suggested changes are
Another respondent suggested adding “in compliance with the Privacy Act” | necessary. This provision has been clarified to state that data
to thefirst sentence. will be available “uponrequest.”

m |temH There was a suggestion that the provision should be expanded to cover the DMHMRSAS does not agree that the suggested revisionis

release of information to specific third parties (testing labs, research
facilities, etc.), and sanctions should be specified for violations.

needed.
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Section Comment Response
H Jteml There was a suggestion that “all appropriate Federal and State statutes and DMHMRSAS does not agree that the suggested change is
especially The Privacy Act” should beinserted in this provision. necessary.
m [temJ One respondent suggested that this provision should list “reportable DMHMRSAS will provide guidance when the final regulation

conditions” or include such conditionsin an appendix entitled “ Applicable
Codes Cited by these Regulations.”

is printed for public distribution.

Part V11 Enforcement and Sanctions
12 VAC 35-115-220 Human Rights Enforcement and Sanctions (Re-numbered 12 VAC 35-115-240 in the proposed final regulation)

Generd
Comments

One respondent suggested that licensing sanctions for facilities that violate
this regulation should be stated in this section. There was also a suggestion
that sanctions should be listed for employees that resign under abuse
cases/incidents. One respondent indicated that sanctionsfor DMHMRSAS
facilities should be provided in this section. It was aso commented that
additional “enforcement specificity” is needed in this section.

There were also several respondents that provided specific comments and
recommendations regarding the informal fact-finding conference process
that was described in this section of the proposed regulation.

DMHMRSAS has referenced the specific statute that
authorizes sanctions for violationsin this part of the
regulation. Section 37.1-185.1 of the Code of Virginia
delineates specific actions that the Commissioner may taketo
lawfully sanction providers for non-compliance with human
rights regulations.

DMHMRSAS has not quoted such sanctionsin this regulation
pursuant to the requirements of the Virginia Registrar of
Regulations. However, as stated previously, DMHMRSAS
will provide guidance that will encompass relevant Code
citations to be made available when the final regulation is
printed for public distribution.

DMHMRSAS has also del eted the specific procedures for the
informal fact-finding conference, which were provided in 12
VAC 35-115-220(B), (C) and (D) of the proposed regulation.
Thelaw prescribes the requirements for this proceeding.
Therefore, DMHMRSAS has determined that isit is not
necessary to detail the specific legal requirementsin this
regulation.
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Comment

Response

Part VIl Responsiilities and Duties

12 VAC 35-115-230 Offices, Composition and Duties (Re-numbered 12 VAC 35-115-250)

B Generd Several respondentsindicated that the term “advocate” should be clarifiedin | DMHMRSAS has clarified the term advocate in this section
Comments thissection. There were also opinions expressed generally that the LHRC is | (see definition of advocate). DMHMRSAS does not agree
designed to have a consumer perspective and should not have authority on with the opinion that has been expressed regarding the LHRC
issues that are outside its competence, in accordance with this regulation. and does not believe that changes are necessary.
H [temA Two respondents questioned whether CSBs or providers are required to have | CSBs are not required to employ a“human rights advocate” as
ahuman rights advocate position on staff. There were several respondents defined by this regulation (see definition of human rights
who suggested revisionsto clarify the provisionsin this Item. One advocate). However, the regulation requires all providersto
respondent opined that the director does not have the ability to assure identify someone on staff who will be accountable for assisting
compliance with this regulation. individuals to exercise their rights under thisregulation. In
response to the comments that were received DMHMRSAS
hasinserted additional provisions requiring the provider to (1)
ensure that employees receive “ competency based training on
these regulations upon employment; and (2) assure that
appropriate staff attend all LHRC meetings. DMHMRSAS
has determined that the additional provisions should help
providersto comply with this regulation.
There were also a suggestion to insert statutory references and provisionsfor | 12 VAC 35-115-250 now provides oversight of the LHRCs by
“...zero-tolerance for attempts to influence members or proceedings of the the SHRC.
LHRC or SHRC.”
m [temB One respondent recommended that provisions be inserted to require new DMHMRSAS generally agrees with the suggestion and has

employees to review the human right protections afforded by this regulation
upon employment and periodically thereafter.

including provisions for employees' competency based
training in Item A of this Section of the regulation.
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Section Comment Response

H |temC One respondent suggested that individual s should be advised that certain Disclosure is addressed in other parts of thisregulation. The
types of information might be disclosedif a complaint isfiled with the human rights advocate, as defined by this regulation, is not
LHRC. Another respondent questioned whether the advocate is supervised | supervised by the CSB (see definition of human rights
by aCSB. There was also a suggestion to insert appropriate statutory advocate). DMHMRSAS does not agree that it is necessary to
references. One respondent recommended requiring the following duty for insert statutory referencesin this provision.
the human rights advocate: “Provide orientation, training and technical
assistance to LHRCs for which they are responsible.” In response to the suggestion, DMHMRSAS has inserted the

additional duties for the human rights advocate.

® [temD There were several respondents who commented that recruitment of LHRC In response to comments, DMHMRSAS has made several

members was difficult for a number of reasons. revisions to more clearly reflect Code of Virginia membership
requirements, to reduce the size of the LHRC and to reduce the

One respondent suggested that members should be required to be drawn number of annual meetings. There have also been revisions to
from culturally and geographically diverse populations. There was one make the LHRC responsibilities consistent with the provisions
suggestion that CSBs should be required to approve LHRC nominations. in other parts of thisregulation. DMHMRSAS has not added
There was also a suggestion that DMHMRSAS should offer reimbursement | provisions for compensation of LHRC members or CSB
to LHRC members. It was also stated that relatives of employees should be | approval of LHRC nominations.
prohibited from membership on the LHRC. One respondent questioned
whether the proposed number of meetings was reasonable. Respondents also
suggested several specific suggested additional requirementsfor LHRC
membership, process and structure.

B ltemE There was acomment that long distances make it difficult to become In response to comments, DMHMRSAS has made several

involved with the SHRC. One respondent suggested inserting provisions
requiring that SHRC members be drawn from culturally and geographically
diverse populations. It was also suggested that a requirement be added that
at least one member of the SHRC shall be a psychiatrist and at |east one
member shall be alicensed clinical psychologist. One respondent provided
several additional specific suggestions regarding organization, conflict of
interest and compensation for SHRC members.

revisionsto more clearly reflect the Code of Virginia
membership requirements. There have also been revisions to
make the SHRC responsibilities consistent with the provisions
in other parts of thisregulation. DMHMRSAS has not added
provisions for compensation of SHRC members or to require
membership to include apsychiatrist and alicense clinical
psychologist. Although, such members are desirable,
recruitment of such members cannot be reasonably assured.
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Section Comment Response

Hm |temF One respondent suggested adding a requirement that the State Human Rights | DMHMRSA'S does not agree that the SHRD should develop
Director (SHRD) be responsible for publishing an annual report of the status | the recommended report. The SHRC provides the report, and
of human rightsin mental health, mental retardation, and substance abuse the SHRD assists in the preparation of that report.
treatment and services in Virginia, and make recommendations for
improvement. DMHMRSAS has also deleted Point 8 of this section, as it was

determined that such data collection efforts are not
appropriately the responsibility of the State Human Rights
Director. Data collection isnow aresponsibility of
DMHMRSAS.

Item G One respondent recommended that the SHRD should be employed by an DMHMRSAS does not agree that the SHRD should be
independent agency rather than the Commissioner. There were other employed by an independent agency. Because the human
comments that the Commissioners responsibilities should include taking rights program is an internal advocacy program, the SHRD
action to extract remedies in atimely manner in each case. should be employed by the Commissioner.

ItemH One respondent suggested that the board should appoint members of the DMHMRSAS does not agree and has not made the

SHRC with participation of the Inspector General. It was also suggested that
the Board should be required to set a reimbursement schedule for SHRC
member expenses.

recommended changes; these requirements are prescribed by §
37.1-84.3 of the Code of Virginia.
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Summary of 30-day Public Comment

Section Comment Changes after 60-day Public Proposed Responsefor Consider ation
Comment Period
General Two respondents expressed support and overall No changes are proposed in response to
Comments concurrence with the existing version of the these general comments.

regulation. There were also approximately six
respondents that commented generally that the
regulation was ambiguous, too complex and/or
created potential legal issues.

Part | General Provisions

12 VAC 35-115-30 Definitions

m  “Abuse’ Five respondents commented that the definition | Minor revisions were made to the No additional changeisrecommended in
was too broad. Specifically, the respondents definition of “abuse” following the 60- response to these comments because this
indicated that the meaning of the phrases day public comment period to make this | definition must be consistent with the Code
“failureto act” and “might have caused harm” definition identical to the definition of definition.
are unclear and should be eliminated from the “abuse” in 837.1-1 of the Code of
definition. Virginia.

®  “Consent” One respondent was concerned that requiring After consideration of all comments Based on the recent comments, the

informed consent for “ psychoactive and other
medications” implies that the risk associated
with such medicationsis the same astherisk of
surgery and anesthesia. By requiring informed

following the 60-day public comment
period, the definition of “consent” was
revised to state that informed consent is
specifically required before treating

Department of Mental Health, Mental
Retardation and Substance Abuse Services
(DMHMRSAS) recommends deleting the
words “and other” before the word
“medications.”
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Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period
“Consent” consent for such medications, the respondent individuals with electroconvulsive This means that informed consent is
(cont.) believesthat the regulation establishes a therapy (ECT), using “psychoactiveand | required for “psychoactive” medications

different standard of care for hospitalized
psychiatric patients versus other hospitalized
patients and would increase paperwork for the
provider without appreciable patient benefit.
The respondent notes that a patient who objects
to medication can refuse to take it.

Several other respondents indicated that
requiring informed consent for all medications
poses an undue burden on physicians, which
could increase cost and delay patient care.
These respondents noted that only a physician
has the authority to obtain informed consent
from an individual. The requirement imposed
by this regulation to obtain informed consent
for “psychoactive and other medications,” goes
beyond the requirements that are imposed on
providers by the Joint Commission for the
Accreditation of Healthcare Organizations
(JCAHO). Therewas also concern expressed
about the lack of practitioner agreement on
what constitutes a psychoactive medication and
the lack of guidance on which “other”

medi cations would require informed consent.
One respondent explained that all patients sign
aform to consent to treatment upon admission
to a provider setting, which defines what
constitutes treatment such as surgery or
electroconvulsive therapy (ECT).

More than ten respondents indicated support for
requiring full disclosure about ECT and
medications.

other,” medications, performing surgery
and the use of aversive therapy.

but not for all types of medications.
According to this revised definition, the
standard for requiring informed consent is
that the treatment or service “...poses arisk
of harm greater than ordinarily encountered
indaily life or during the performance of
routine physical or psychological
examinations...” Informed consent would
be specifically required for surgery,
aversive treatment, electroconvulsive
treatment, and psychoactive medications.
DMHMRSAS intends to provide training
and guidance to assist in the
implementation of this regulation.

DMHMRSAS also recommends that certain
provisions for obtaining consent for ECT be
deleted at 12 VAC 35-115-70 and replaced
with anew provision to ensure that
individuals are informed that they may
request a second opinion when referred for
ECT treatment.

67




Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period

“Consent” Several respondents recommended that separate Similar comments recommending separate

(cont.) definitions be provided for “consent” and definitions for “consent” and “informed
“informed consent.” consent” were received during the 60-day

public comment period. In response to
these comments, the definition was revised
to provide specific guidance on “consent”
versus “informed consent.” DMHMRSAS
does not recommend separate definitions.

m “Loca One respondent commented that the definition Following the 60-day public comment DMHMRSAS does not agree with the
Human Rights | of consumerswho can serve on thelocal human | period the definition of LHRC was respondent’ s suggestion for additional
Committee” rights committee (LHRC) istoo narrow. There | revised to require aminimum of five substantive changes and does not

isinadequate consideration of child and rather than seven members. recommend revisions to this definition.
adolescent programsin defining who may serve
onan LHRC.

B “Restraint” Five respondents indicated that this definitionis | This definition was expanded following | DMHMRSAS does not recommend that the
generally too broad. It was suggested that this the 60-day public comment period in additional suggested changes are needed.
definition specify exceptions such ashugging or | order to provide explicit descriptions of However, DMHMRSAS proposes to
holding an infant, guiding someone, steadying a | types of restraints, consistent with the conduct provider training following the
body which should not be considered a other regulatory provisionsfor restraint. | adoption of the regulationsto help
“restraint.” providers to understand and implement the

provisions.

Part |1

12 VAC 35-115-40 Assurance of Rights

Item B

There were approximately six respondents who
commented that written notice of rights should
not be required for “non-literate” individuals.
These respondents generally believe that such
written notification has not been shown to

Following the 60-day public comment
period, minor changes were made to
these provisions for clarification and to
help ensure individual s understand their
rights under this regulation. These

DMHM RSAS believesthat the
requirementsin this part of the regulation
are reasonabl e and does not recommend
additional revisions.
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Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period
Item B accomplish the desired result and has minimal changes were made in response to
(cont.) value. numerous comments suggesting the

Several respondents questioned the intent of the
requirement that providers post awritten notice
of rightsin *frequently used languages.” (B.6).
This provision was added following the 60-day
public comment period.

addition of provisionsto enhance
communication efforts between
providers and individuals receiving
services. The provisionsrequire
providersto explain theindividual’s
rights“...inwriting and in any other
form most easily understood by the
individual...”

12 VAC 35-115-50 Dignity

m |temB

Point 3:

One respondent commented that the word
“help” inthe phrase “...Have help inlearning
about...” isvague and does not provide
sufficient guidance to providers.

Six respondents opined that this provision
should be limited to service plan-related
entitlements.

One respondent indicated that helping
individuals learning about entitlements is not
the focus of treatment in a short-term inpatient
program.

Point 3:

DMHMRSAS considered similar public
comments made on this provision during
the 60-day public comment period and
made minor revisions to clarify some of
the provisions. The word “help” was
used in the original proposed regulation
and was not changed.

Point 3:

DMHMRSAS does not recommend
additional changesto this provisionin
response to the recent comments.
DMHMRSAS believesthat it is reasonable
for any provider to help individualsto learn
about public service benefits to the extent
possible, even though the provider may not
necessarily have full knowledge of such
programs or benefits.
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Comment Period
H |temC Point 1: Point 1: Point 1:
One respondent opined that providing clothing for an | DMHMRSAS added the phrase “for his | Under this provision, a hospital gown used
individual’s exclusive use, other than hospital gowns, | exclusive use” following the 60-day by asingleindividual during a hospital
is unreasonable and expensive. public comment period. admission would be clothing “for his
exclusive use.” DMHMRSAS does not
recommend changing this provisionsin
response to this comment.
Paint 3: Point 3: Point 3:
Several respondents commented that the Provisions for a safe, sanitary, and DMHMRSAS believes that such provisions
specific physical and/or environmental humane physical environment were are reasonable human rights protections and
requirements imposed by this regulation are included in theinitial proposed version | does not propose revisions based on these
issues that should be addressed by licensing of theregulations. The only change comments.
regulations and therefore should be deleted made to this provision, after the 60-day
from this human rights regul ation. public comment period, was the
insertion of “...and compatible with
health requirements...” in Item (f).
m ItemD Point 3: Point 3: Point 3:

Part c. and part e.

Approximately ten respondents opined that the
regquirement that a director notify the human
rights advocate and initiate an investigation
within 24 hours of areport of abuse, neglect or
exploitation is overly burdensome. Many
complaints are minor and do not warrant the 24
hour reporting. One respondent also indicated
that the requirement for reporting the results of
an investigation within ten business days was
not a reasonabl e requirement.

Part c. and part e.

DMHMRSAS received many comments
addressing the timeframes and the
process for notification and for reporting
allegations of abuse, neglect or
exploitation, following the initial 60-day
public comment period. The 24-hour
requirement for reporting and initiating a
complaint investigation was part of the
proposed regulation. Although there
were some minor revisions for
clarification, the provision was not
changed substantively, in response to the
comments received during the initial
period.

Part c. and part e.

DMHMRSAS believes that these
provisions are reasonable and does not
recommend additional changesto this part
of the regulation based on comments.
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Comment Period
Item D One respondent commented that a requirement In response to the comment regarding the
(cont.) for investigating and reporting the results applicability of the reporting requirements,
should not apply to adirector unlessthe the director is defined by thisregulation as
program that generated the complaint iswithin the chief executive officer of any program
the director’ s span of control. delivering services. Therefore, such
director, as defined by the regulation,
would not be responsible for any
investigations or reporting that is outside
his span of control. No changeis
recommended.
Part e (2) Part e. (2)
Two respondents questioned the meaning of the | Part e. (2) Thelegal standard of “reasonable doubt” is
standard *“preponderance of evidence” for “Preponderance of evidence” isstandard | appliedin criminal proceedings and is not
deciding whether abuse neglect or exploitation | thatisapplied by the civil court system appropriate for this regulatory provision.
occurred. Onerespondent suggested using the | to determine whether there has been a No change is recommended based on this
higher standard of “reasonable doubt.” violation of regulations. This standard comment.
was inserted after consideration of
comments received during the 60-day
public comment period.
Part e. (4) Part e. (4)
Approximately five respondents commented Part e. (4) DMHMRSAS believes that the notification
that the provision requiring the director to The requirement that the director provide | requirement isreasonable. Such notice does
provide noticeto al concerned partiesis not written notice was part of the original not obviate any legal requirementsfor the
good practice. Such notice should berestricted | proposed regulation and was not protection of individual privacy. No
to substantive matters that should be defined. changed. change is recommended based on this
One respondent was concerned that this written comment.
notice may violate anindividual’s
confidentiality.
B ItemE Point 3, Point 4, and Point 5: Point 3, Point 4, and Point 5: Point 3, Paint 4, and Point 5:

There were numerous comments protesting the
burden placed on providers and local human
rights committees (LHRC) by requiring al
providersto seek approval of an LHRC before

Following the 60-day public comment
period, changes were inserted to this part
of the regulation to require an LHRC to
approve certain restrictions that

Upon reconsideration based on the recent
comments, DMHMRSAS recommends
changing these provisions to eliminate the
requirement that an LHRC approve certain
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Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period
Item E imposing certain types of restrictions on providers may impose on individuals restrictions on mail, telephone, and visitors.
(cont.) individuals who are receiving services. receiving services. The revised version would require providers

to notify the human rights advocate prior to
imposing these restrictions. This change
should help alleviate the burden on
providers and maintain sufficient oversight
of individual rightsin such cases.

12 VAC 35-115-

60 Services

H ltemA Several respondents opined that the referenceto | Following the 60-day public comment DMHMRSAS believesthat thisreferenceis
“sound therapeutic practice” isvague and does | period, the phrase “ sound therapeutic reasonable and consistent with the Code.
not provide sufficient regul atory guidance. practice” was inserted in this provision No change is recommended in response to

and in other appropriate parts of the the recent comments.
regulation in order to be consistent with
the relevant provisions of the Code of
Virginia, including § 37.1-84.1.
H [temB Point 1: Point 1: Point 1:

Approximately seven respondents recommended re
inserting the provisionin Part 1.ato require all
complaints to be made in writing.

The provision inPart 1.arequiring
complaints to be made in writing was
deleted after considering comments
made during the 60-day comment
period. Respondents had expressed
concern that some individuals receiving
services may not have the ability to write
and therefore they should not be
required to complain in writing. A
provider should be able to record any
complaint that is not filed in writing.

DMHMRSAS does not recommend re-
inserting the provision to require complaints
in writing, in response to the recent
comments.
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Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period
Item B There were several respondents who objected to | This provision was not changed from the | No change is recommended in response to
(cont.) provisionsinPart 1.c., requiring a copy of the original proposed regulation. recent comments.

director’ s decision sent to all partiesregarding a
complaint.

Point 4:

One respondent expressed concern that the
regulation does not specifically repeat statutory
provisionsat § 37.1-197.A.3. Thislegal
provision requires that discharge plans be
prepared with the participation of the individual
receiving services and reflect that individual’s
preferences to greatest extent possible.

Point 3:

One respondent opined that the provision should
provide a definition of the term “emergency
situations.”

Point 5:

Approximately seven respondents commented that
this provision was not clear in terms of the
documentation or other responsibilities of the
provider in response to emergencies.

DMHMRSAS considered similar
comments made during the 60-day
comment period regarding Part 1.c and
concluded that the provisionis
reasonable as written.

Paint 4:

Provisions regarding the discharge plan
at Point 4.c. were not changed following
the 60-day public comment period.

Point 3:

This provision to address emergency
situations was inserted following the 60-
day public comment period. The
regulation provides a definition of
“emergency” at 12 VAC 35-115-30.

Point 5:

This provision was changed in response
to comment, following the 60-day
public comment period.

Point 4:

DMHMRSAS does not believe it is necessary to
repeat the statutory provisions regarding
discharge plans and does not recommend
changes in response to this comment.

Point 3:

DMHMRSAS does not recommend adding
adefinition of “emergency situation” in
this provision.

Point 5:

In order to respond to the recent comments
seeking clarification, DMHMRSAS
recommends a minor language change to be
more explicit. Thelast sentencein this
provision should be changed to state that
“...Services provided in response to
emergencies or crises shall be deemed part
of the servicesplan...”
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Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period
Item B Point 8: Point 8: Point 8:
(cont.) Six respondents opined that this provision This provision was included as part of DMHMRSAS does not agree with the

regarding documentation in the service record,
is not appropriate for inclusion in this regulation
becauseitisalicensing issue.

the original proposed regulation and has
not been changed.

respondents and does not recommend
changes in response to the comments.

12 VAC 35-115-

70 Participation in Decision Making

B [temA

One respondent suggested that this Item include
specific provisions for the use of placebos.

Point 5:

Nearly fifty comments were received which
address the provisions for ECT inthis part of
the regulation. Many of the responses
expressed serious concern about the
requirement that the Local Human Rights
Committee (LHRC) review all decisionsto
provide ECT treatment by meeting personally
with the individual seeking treatment. Many
respondents believe that this would
unnecessarily delay treatment or restrict access
to treatment when needed or increase the cost of
treatment. There was also opinions expressed
that sufficient protections currently exist in the
system to protect the rights of individuals who
receive ECT.

There were also approximately fifteen
respondents who expressed support for the
provisions as currently written which require
the LHRC to review ECT treatment decisions
and individuals who are referred for ECT to
obtain a second opinion from a qualified
physician who is not involved in the
individual’ streatment.

Provisions to address placebos were not
part of the original proposed regulation.

Point 5:

Provisions requiring a second opinion
and the LHRC to review ECT treatment
decisionswere inserted in the
regulations in response to comments
received following the 60-day public
comment period.

DMHMRSAS does not agree with the
respondent and does not recommend that
such provisions be inserted.

Point 5:

Upon consideration of the recent comments
in response to these provisions,
DMHMRSAS believes that the requirement
for asecond opinion and the LHRC review
of ECT treatment decisions may be
considered overly burdensome. Therefore,
DMHMRSAS recommends eliminating
these provisions (aand b). However,
DMHMRSAS also proposesinserting a
second sentence in Point 5 which states that
“Providers shall inform the individual
receiving services or the legally authorized
representative, as applicable, that the
individual may obtain a second opinion
before receiving electroconvulsive
treatment and shall document such
notification in the individual’ s services
record.”
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Section

Comment

Changes after 60-day Public
Comment Period

Proposed Responsefor Consideration

Item B

Point 2:

One respondent opined that the provision is
impractical in that it requires individual
preferences to be honored to the extent possible
and asked that the original language from the
proposed regulations be restored.

Point 5:

One respondent opined that this provision is
legally inconsistent because it requiresthat a
parent be notified when the Department of
Social Serviceshaslegal custody of the child.

Point 6:

Several respondents indicated that it is not
possible to obtain consent in all cases within a
24-hour time frame and suggested revising this
provision accordingly.

Point 9:

One respondent suggested that the procedure for
appointing alegally authorized representative
be made more precise. Several respondents
specifically questioned the authority for a
director to select another person lower in
priority to give consent if such person is
“clearly better qualified.” This question was
posed “...in part to ensure that by so doing, the
director and the patient do not lose the
protection of § 54.1-2986, establishing
procedures in the absence of an advanced
medical directive” (Part b).

Point 2:
This provision was inserted following
the 60-day public comment period.

Point 5:

This provision was not substantively
changed from the original proposed
regulation (minor revisions for clarity
were made following the 60-day public
comment period.)

Point 6:

No change was made to this provision
following the 60-day public comment
period.

Point 9:

Part bwas revised to allow adirector to
change the priority of appointment when
another personis*clearly better
qualified,” following the 60-day public
comment period.

Point 2:

DMHMRSAS believes that the provision is
reasonable as currently written and does not
recommend that the original language be
restored.

Point 5:

DMHMRSAS does not agree with the
respondent and does not recommend
changesto thisprovision. This provision
indicates that either a parent or the legal
custodian be notified following the
treatment, as appropriate.

Point 6:

DMHMRSAS does not recommend
changing the provision. Under 12 VAC 35-
115-70, Item C “Exceptions and conditions
to the provider’s duties” emergency
treatment may be extended beyond 24-
hours when the provider meets the
conditions listed.

Point 9:

DMHMRSAS believes that this provision
inPoint 9 is reasonable and does not
recommend additional changesin response
to recent comments. However, providers
only benefit from the protections of the
Health Care Decisions Act when the
provisions of the Act are followed. As
provided in12 VAC 35-115-70, Item C.2,
provisions of this regulation are not
exclusive of other provisions of law but are
cumulative (e.g., Health Care Decisions Act
§54.1-2891 et seq.). DMHMRSAS intends
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Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period

Item B There were five respondents who questioned the | DMHMRSAS received similar to offer provider training following the

(cont.) legal authority for a“next friend” (Part c). comments regarding provisions for “next | adoption of the regulations, which will
Another respondent stated that the procedurefor | friend” during the 60-day public address “next friend” and issues regarding
appointing a*“next friend” was unduly comment period. Certainrevisionswere | thedirector’sauthority to select another
complicated. made to Part c for clarity and to ensure | person “lower in priority.” This should

that the provision does not conflict with | help providers to understand and i mplement
the relevant Code sections. these provisions.

Point 11: Point 11: Point 11:
One respondent commented that if this In response to comments received on DMHMRSAS does not recommend
provision means that aprovider isrequired to this provision during the 60-day public additional changesto this provision.
file a petition with the court to seek comment period, this provision was
authorization to initiate treatment, then this revised in accordance with § 37.1-
provision constitutes an un-funded mandate. 134.21 of the Code of Virginia
Point 14: Point 14: Point 14:
Four respondents commented that the This provision was inadvertently deleted | DMHMRSAS agrees with the respondents
provisions which pertain to an individual who from the regulation following the 60-day | and recommends reinserting this provision.
leaves a service “against medical advice,” public comment period.
should be reinserted into the regulation at this
point.

B |temC Point 1: Point 1: Point 1:

Several respondents questioned appropriate
means for notifying the human rights advocate.

This provision was inserted following
the 60-day public comment period.

DMHMRSAS does not recommend
changes in response to this comment.
Providers have the discretion to determine
the appropriate means for notifying the
human rights advocate should emergency
treatment continue without the consent of
theindividual beyond 24 hours.
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Section

Comment

Changes after 60-day Public
Comment Period

Proposed Responsefor Consideration

12 VAC 35-115-80 Confidentiality

B Genera There were four respondents who indicated that | Following the 60-day public comment DMHMRSAS does not agree that this
Comments provisions regarding “confidentiality” were period, several minor revisionswere section is confusing and does not

confusing, particularly the various exceptions made to this part of the regulations for recommend changes to this part of the

which allow the disclosure of confidential clarity and legal consistency. regulations in response to these comments.

information. Once thisregulation is promul gated,
DMHMRSAS intends to conduct training
with providersto facilitate the
implementation of provisions.

General concern was expressed that the entire Federal HIPPA regulations are not yet

section may not be compliant with the Health effective. Therefore, the relevant existing

Insurance Portability and Accountability Act of laws and regulations provide the legal basis

1996 (HIPPA) . for these provisions. However, in order to
address general concerns regarding the
compliance of thisregulation with HIPPA
Section 12 VAC 35-115-10 et seq. Item C
has been changed to state “ Unless another
law takes priority, and to the extent that
they are not preempted by the Healthcare
I nsurance Portability and Accountability
Act of 1966, these regulations apply to all
individual s receiving services...”

Hm |temC Five respondents recommended that the Following the 60-day public comment In response to this comment,

regulation should provide a meansto recruit a
legally authorized representative for an
individual, when necessary, without violating
confidentially.

period, a sentence was inserted into this
provision to indicate that consent must be
obtained from the individual in order for
the provider to contact family members,
friends or others.

DMHMRSAS recommends adding the
following sentence to clarify the provision:
“Nothing in this provision shall prohibit
providers fromtaking steps necessary to
secure a legally authorized
representative.”
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Section

Comment

Changes after 60-day Public
Comment Period

Proposed Responsefor Consideration

12 VAC 35-115-90 Accessto and Correction of Services Records

Item B

Paint 4:

One respondent indicated that it is cumbersome
and unnecessary to require aprovider to notify
the human rights advocate if he refusesto let an
individual see his service record.

Six respondents suggested clarifying this
provision to indicate that a service record may
be shown to the individual’ s lawyer in cases
when individual has been denied accessfor
therapeutic reasons only when the request is
made pursuant to § 8.01-413 of the Code. This
section of the Code applies when such records
pertain to a patient who is a party to a cause of
action in any state court and applies only to
reguests made by an attorney or hisclientin
anticipation or in the course of litigation.

Point 6:

Five respondents commented that it is not
appropriate to have two clinical recordsfor
individuals receiving services. This provision,
which requires the provider to remove contested
material from the record, isbad practice. The
regulation should state that the information may
not be removed from the record, but rather that
information must be placed in the record to
show that an individual or legally authorized
representativeis alleging an error and seeking a
correction.

Point 4:

This provision was not changed
following the 60-day public comment
period.

Point 6:

This provision was not changed based on
comments received during the 60-day
comment period. It was determined that
the regquirements for record-keeping were
reasonable and compliant with applicable
statutory provisions.

Paint 4:

DMHMSAS does not agree that with the
respondent and believes that it is reasonable to
require notification of the human rights
advocate when a provider refusesto let an
individual see his service record. No changeis
recommended.

It isthe intent of DMHMRSAS that an
individual need not invoke a specific Code
section to access records or for these provisions
to be applicable. DMHMRSAS believes that
this provision is reasonable and does not
recommend changes in response to the
comments.

Paint 6:
DMHMRSAS does not recommend
changes in response to comments.
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Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period
B tenC One respondent indicated that there was no This provision was included as part of the DMHMRSAS does not recommend

basisin law for this provision which states that
aprovider may deny access to an individual’s
service record only if aphysician or licensed
psychologist first talksto the individual.

origina proposed regulation and has not been
changed. This provisionisconsistent with §
32.1-127.1:03.F of the Code of Virginia

changing thisprovision. DMHMRSAS
believesthat it isreasonable for a provider
totalk to anindividual before denying
accessto his servicesrecord.

12 VAC 35-115-

100 Restrictions on the Freedoms of Everyday Life

H |tenA Point 1, Item b. Two respondents commented | DMHMRSAS considered similar comments | DMHMRSAS does not recommend
that the regulations should allow for exceptions | during the 60-day public comment period and | changes in response to comments.
to this provision in certain therapeutic settings. | did not changethis provision. Thisregulation
allowsfor variances or exceptions to be
granted on a case-by -case basis if individual
circumstances warrant.
m jtemC One respondent commented that provisions for The provisionsin this section were DMHMRSAS recommends reinserting

implementing restrictions, which had been deleted
from this section, should be reinserted.

There were several comments that Point 3,
Item e., which requires all rules of conduct to
be reviewed in advance by the LHRC prior to
implementation, isnot practical.

reorganized following the 60-day public
comment period and the provisions for
implementing restrictions were
inadvertently eliminated.

This provision wasincluded as part of the
original proposed regulation and has not
been changed. (It wasrelocated as part
of the re-organization of this part of the
regulation following the 60-day public
comment period.)

these provisions (new Point 1).

DMHMRSAS does not agree with the
respondents’ view that the LHRC review
of aprovider’'srules of conduct is
impractical and does not recommend
changes.
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Section

Comment

Changes after 60-day Public
Comment Period

Proposed Responsefor Consideration

12 VAC 35-115-110 Use of Seclusion, Restraint and Timeout.

Item B

Nine respondents expressed support for the
provisions for seclusion and restraint as
currently written. The following is a summary
of the specific public comments that have been
received on the various pointsin this part of the
regulation:

Point 2:

Two respondents indicated that this Point
should be clarified to read “ ... each written
order or authorization for seclusion or
behavioral restraint.”

Point 3:

One respondent opined that the regulations
should not prohibit the use of surveillance
cameras to monitor seclusion and restraint.

Point 5, Item b:

One respondent recommended the addition of
“...or termination of aplan for medical or
protective restraint” at the end of the sentence in
this provision.

Point 8:

Two respondents objected to the requirement
for providersto send changesin the seclusion
and restraint policies and procedures to the
LHRC for review and comment prior to
implementation. It was stated that such
policies and procedures apply to the entire
community hospital.

One respondent recommended several non-
substantive language changes to this provision.

Following the 60-day public comment
period, this part of the regulation was
relocated and various changes were made
to address the public comments and
conform the provisionsto applicable
legal requirements.

DMHMRSAS believes that this part of the
regulation is reasonable and reflects
current standards of practice. However,
several minor are recommended to clarify
the intent in response in response to
additional comments:

Point 2:

Replace the words “written order” with
“authorization” and insert the word
“behavioral” beforetheword “restraint.”

Point 3:
Insert the word “solely” after the word
“not.

Point 5, Item b:
DMHMRSAS does not agree that the
recommended change is hecessary.

Point 8:

Thisrequirement that the LHRC review
seclusion and restraint policies were part of
the proposed regulation and was not
changed following the 60-day public
comment period. DMHMRSAS does not
agree with the respondents and does not
recommend changes to this section of the
regulation.

80




Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period
Item B Point 10: Point 10:
(cont.) Several respondents indicated that provisions DMHMRSAS recommends revising this

should clarify whether seclusion and restraint is
permitted in residential treatment settings.

Point 12:

One respondent indicated that this provision
should be clarified. This Point requires
providersto notify the Department whenever an
accreditation or regulatory agency finds
problems with the provider’ s compliance with a
seclusion or restraint standard.

Point 13:
One respondent opined that the time limit restriction
on time-out may be problematic.

Point 13:

The time limit restriction was added to
the provision after review of comments
following the 60-day public comment
period.

Point to clarify theintent of the provision
to apply to residential treatment facilities
for children that are licensed under 12
VAC 3540-10 et seq., Mandatory
Certification/Licensure Standards for
Treatment Programs for Residential
Facilities for Children.

Point 12:

DMHMRSAS does not agree that this
provision requires clarification and does
not recommend changes.

Point 13:

DMHMRSAS believes that thistime
restriction is reasonable and does not
recommend changes in response to this
comment.
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Section

Comment

Changes after 60-day Public
Comment Period

Proposed Responsefor Consideration

Item C

Point 3:

One respondent indicated that LHRC review of
all plansfor the use of seclusion and restraint
will be asignificant burden of time for
committee members.

Several other respondents indicated that the
review of individual services plans by the
treating professionals, independent review
committees and the LHRC in accordance with
the provisionsin part b istoo burdensome and
could delay service and add cost.

Point 3:

Thereview process for services plans
was part of the original proposed
regulation and was not substantively
changed following the 60-day public
comment period.

Point 3:

DMHMRSAS believes that thisreview
processisreasonable. This process also
permits an LHRC role in approval of plans
in ICF/MR facilities, as required by federal
regulations. However, in view of the
comments, DMHMRSAS recommends
minor revisionsto clarify that the
provisionsin Item C apply only to
providers who use seclusion and restraint.

DMHMRSAS also recommends that
“treating professional” be eliminated from
part b for clarification and to eliminate the
redundancy in the provision.

12 VAC 35-115-

120 Work

Item A
Item C

Four respondents commented that the regulation
does not provide aclear distinction between
therapeutic work and work as it is commonly
understood.

Several other respondents commented that
individual job assignments may be viewed as
part of the therapeutic process.

Four other respondents opined that a provider
should be allowed to impose sanctions, as part
of the therapeutic process, when an individual
refuses to keep hisimmediate living area clean.

Clarification was added to Item A in
response to comments received during
the 60-day public comment period. In
addition, anew Item C was added to
clarify the intent of this section relative to
personal maintenance or personal
housekeeping.

In view of the recent comments,
DMHMRSASS recommends adding the
following sentenceinltem A to clarify this
applicability of this part of the regulation:

“ Personal maintenance and personal
housekeeping by individuals receiving
servicesin residential settings are not
subject to this provision.”

In addition DMHMRSAS recommends
deleting Item C in this section,
“Exceptions and conditions on the
providers duties” for internal consistency.
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Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period
H |temB Four respondents opined that Part 2 of this Part 2, aswritten, was part of the DMHMRSAS does not recommend

provision is misleading and should be clarified.
Part 2 indicates that providers shall consider
individual s receiving services for employment
opportunities on an equal basis with other
employment applicants, consistent with the
Americans with Disabilities Act.

original proposed regulation. No
comments were submitted on this
provision during the 60-day public
comment period.

changing this provision in response to
these comments.

12 VAC 35-115-

130 Research

B |[temB

Nine respondents objected to the requirement
that providers obtain permission and provide

updates to the LHRC regarding human research.

Comments stated that this requirement is
burdensome and offers minimal value to
individual s receiving services.

The requirement that providers obtain
permission from the LHRC prior to
pursuing human research inPart 4 of this
Item was inserted following the 60-day
public comment period. The regulation,
as originally proposed, required that
providers notify the LHRC regarding
human research.

In view of the recent comments,
DMHMRSAS recommends del eting the
requirement for the LHRC review and
restoring the original provision requiring
the provider to inform the LHRC regarding
of an individual’ s participation in human
research. DMHMRSAS current
protections in the system, i.e. Regulations
to Assure the Protections of Participantsin
Human Research.

12 VAC 115-140 Complaint and Fair Hearing

Item A

One respondent opined that this sectionis
repetitive and confusing and should be
incorporated into other parts of the regulation.

Minor revisions were made to clarify this
Item following the 60-day public
comment period.

DMHMRSAS does not recommend
additional revisionsto clarify this
provision.

83




Section

Comment

Changes after 60-day Public
Comment Period

Proposed Responsefor Consideration

12 VAC 35-115-150 Complaint Resolution Hearing and Appeal Procedures General Provisions

H temA One respondent recommended the addition of a | This provision was part of original DMHMRSAS does recommend adding
reporting requirement to this provision. proposed regulation. No substantive reporting requirements to this provision.
change was made following the 60-day
public comment period.
H [temB One respondent asked for clarification to the This provision was part of original No revisions are recommended in response
hearing provisionsin Part 1 of this Item. proposed regulation and was not changed | to this comment.
following the 60-day public comment
period.
m ItemD Four respondents opined generally, that itisnot | This provision was part of the original DMHMRSAS does not recommend

appropriate that only the LHRC or State Human
Rights Committee (SHRC) may waive required
time periods for actions established under the
regulation. This may restrict the establishment
of mutually agreeabl e time frames by the
provider and complainant. All parties should be
able to agree to reasonabl e exceptions to time
periods.

proposed regulation. In response to
comments made during the 60-day public
comment period, revisions were made to
clarify that any party may seek
extensions of time frames from the
LHRC or SHRC.

changes in response to the comments.




Section Comment

Changes after 60-day Public
Comment Period

Proposed Responsefor Consideration

12 VAC 35-115-160 Informal complaint process

B Generad Five respondents commented that thereislack
Comments of clear distinction between the informal and
formal complaint processes. One respondent
objected to the process because it would dilute
the objectivity and cause duplication of effort.

This section was inserted in the final
version of the regulation following the
consideration of comments following the
60-day public comment period.
DMHMRSAS believes that the
provisionsin this part of the regulation
are reasonable and should help to
expedite the complaint resolution
process.

No change to this part is recommended in
response to the recent comments.
However, DMHMRSAS recommends
inserting provisions at 12 VAC 35-115
170.A to help clarify the applicability of
the formal versus the informal complaint
process (see below).

12 VAC 35-115-170 Formal complaint resolution process

B [temA Approximately 12 respondents provided comments
pertaining to determinations of when the formal
rather than the informal complaint process should be
used.

This processin this part of the
regulations was revised in response to
comments, following the 60-day public
comment period.

In consideration of the recent comments,
DMHMRSAS recommends inserting the
additional explanatory provision prior to
Item A, and re-numbering the existing
provisions:

“The following process steps apply if:

1. Theinformal complaint process
did not resolve the complaint to
the individual’ s satisfaction
within five working days; or

2. Theindividual chooses to not
pursue the informal complaint
process.”
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Comment

Changes after 60-day Public
Comment Period

Proposed Responsefor Consideration

12 VAC 35-115-180 Local Human Rights Committee hearing and review procedures

Item F

One respondent opined that this provision might
create certain types of boundary and legal
problems by allowing the LHRC to make
suggestions regarding disciplinary/termination
issues.

Provisionsthat concern the LHRC' srole
in making personnel recommendations to
the director, were added following
consideration of comments received
during the 60-day comment period.

DMHMRSAS does not agree that this
provision is problematic as written and
does not recommend changes in response
to the comment.

12 VAC 35-115-

210 State Human Rights Committee appeal s procedures

Item E

Four respondents commented that Part 2. (b) is not
clear. If thisprovision isintended to allow the SHRC
to review findings and re-examine facts and
procedures, this should be explicitly stated.

This provision was revised for
clarification following the 60-day public
comment period by citing areference to
another part of the regulation that
describes the specific procedures to
follow when the SHRC determines that
the LHRC' sfindings of fact are wrong.
However, the regulation was changed to
inadvertently reference the wrong
citation.

DMHMRSASS recommends correcting the
citationto E.. 3. Thisshould eliminate the
confusion.

12 VAC 35-115-

220 Variances

Item A

Several respondents indicated that this
provision is not logical because it does not
alow the provider to be proactive in seeking
variances.

This provision was part of the original
proposed regulation and was not changed
following the 60-day public comment
period.

DMHMRSAS does not recommend
changesin response to these comments.
DMHMRSAS proposes to provide training
sessions with providersto help to clarify
this part of the regulations.
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Comment

Changes after 60-day Public
Comment Period

Proposed Responsefor Consideration

12 VAC 35-115-230 Provider requirementsfor reporting to the department.

B [temA Two respondents asked what would constitute This provision requiring reporting to the No change is recommended in response to these
“notification” under this provision. human rights advocate within 24-hours of comments. DMHMRSAS plans to conduct
alleged abuse or neglect, was part of the training with providersto assist in
original proposed regulation and was not implementing this regulation.
changed following the 60-day public
comment period.
B |temD One respondent asked for clarification This provision requiring monthly reports | No change isrecommended in response to

regarding the content and procedure for
submitting monthly reports to the human rights
advocate, that are required by this provision.

to the human rights advocate was part of

the original proposed regulation and was
not changed following the 60-day public

comment period.

this comment. DMHMRSAS proposes to
conduct training with providersto facilitate
implementation of this regulation.

12 VAC 35-115-

250

Offices, compositions and duties.

Item A

One respondent indicated that the training
requirement in Part 3 of thisltemis
burdensome and should be clarified.

One respondent was concerned that this ltem
does not explicitly require providersto affiliate
with a LHRC.

DMHMRSAS inserted provisions for
annual “competency-based training,” for
employees in response to comments
received following the 60-day public
comment period on the proposed
regulation.

Part 5in this Item was revised following
the 60-day public comment period to
require providers and their directorsto
specifically communicate information
about the availability of a human rights
advocate and an LHRC to all individuals
receiving services. The provision
inadvertently omitted the requirement to
assure providers affiliate with an LHRC.

DMHMRSAS believes that this
requirement is reasonable and does not
recommend changesto Part 3.

In response to the comment, DMHMRSAS
recommends clarifying the intent of Part 5
by stating that providers shall assure an
LHRC to al individuals receiving services.
Thiswill address the comment by requiring
providersto affiliate with an LHRC.
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Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period
m |temD Two respondents commented that the regulation | Following the 60-day public comment DMHMRSAS does not agree that this
m [temE imposes agreat aburden on the LHRC because | period, provisions were inserted in this requirement is overly burdensome and has
m |temH it will have to review many provider policies part of theregulation (I1tem D, Part 4), not made any changes based on the recent

and procedures.

There were five respondents who commented
that both the LHRC and SHRC are lay bodies
who are created to protect the interests of
individual s receiving services relevant to human
rights. These respondents were generally
concerned that some of the rights defined in the
regulations are licensing or professional
regulatory issues that exceed the purview of the
two lay bodies charged with oversight
responsibilities.

There were also several comments that the
regulation provides no mechanism to assure
accountability of the LHRC and the SHRC.
There were related comments that Item D, Part
10 should provide ameansto remove LHRC
members for “ nonfeasance, misfeasance or
malfeasance.”

Three respondents indicated that I1tem D, Part 4
should include provisionsto require LHRC
members to maintain the confidentiality of
information, as appropriate.

allowing the LHRC to review any
provider’s policies, procedures or
practicesif requested by the provider,
human rights advocate, individual
receiving servicesor onitsown initiative.

In response to the comments received
during initial 60-day public comment
period, several provisions wererevised in
this part of the regulation for clarity,
consistency with the Code of Virginia,
and to reflect the responsibilities of the
LHRC and the SHRC, consistent with
other parts of the regulation. However,
no substantive change was made to the
authority of the LHRC or SHRC.

comments.

DMHMRSAS does not agree that the
responsibilities of the LHRC and SHRC,
which are created by thisregulation,
exceed the purview of these bodies. No
change is recommended in response to
these comments about the oversight
responsibilities of the SHRC and LHRC.

The power of the SHRC to remove LHRC
members for causeisimpliedin Item E,
Part 17, which confers the power to the
SHRC to appoint LHRC members. The
power of the State Board to oversee
appointments and the activities of SHRC
can also beimplied from provisionsin
Item H, which requires the State Board to
approve the bylaws and appoint members
of the SHRC. These provisions provide
mechanisms for accountability of the
LHRC and SHRC. No changes are
recommended in response to these
comments.
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Section Comment Changes after 60-day Public Proposed Responsefor Consideration
Comment Period
Item D Several respondents recommended that | tems Following the 60-day public comment DMHMRSASS recommends del eting the
Item E D, Part 1(b) and E, 1(b) be changed to more period, DMHMRSAS inadvertently words “or provider” and re-inserting
ItemH closely track the statutory provisions at § 37.1- deleted the specific reference that “CSB” in Item E, Part 1(b). Thischange
(cont.) 84.3, which do not specifically prohibit provider | prohibited CSB members from serving as | will prohibit CSB members from serving

board members from serving on the State
Human Rights Committee (SHRC) or Local
Human Rights Committees. Theregulation, as
written, is confusing and prohibits provider
board members from serving as members of an
LHRC or SHRC.

It was also noted that these provisions do not
clearly prohibit Community Services Board
members from serving as members of aLHRC
or SHRC. Thisisinconsistent with § 37.1-
84.3.

members of the SHRC. Changes were
made which would prohibit provider
board members from serving on the
SHRC and the LHRC.

as members of the SHRC consistent with
the statutory provisionsat § 37.1-84.3.
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